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Re: Docket No. 2003D-0290 
Guidance on Compounding of Drugs for Use in Animals 

To Whom It May Concern: 

The International Academy of Compounding Pharmacists (IACP) is greatly concerned with 
the absence of almost 2,500 commentary letters from the FDA Docket. These letters address 
FDA’s revision to Compliance Policy Guide (CPG) Manual Section 608.400 entitled, 
“Compounding of Drugs for Use in Animals.” 

IACP submitted initial comments on this guidance to FDA’s Center for Veterinary Medicine 
(CVM) during a meeting on September 16,2003. These comments have never been 
appended to the Docket. We have attached a copy of our commentary. Please ensure that 
IACP’s comments are added to the Docket. 

Further, IACP has received copies of thousands of letters sent to FDA CVM from 
pharmacists, veterinarians, and pet owners. Although CVM has confirmed the receipt of 
many of these letters, very few to none of these letters have been added to the docket. We 
are likewise providing copies of these letters for inclusion in the Docket. 

Included are approximately 250 letters from pharmacists, 550 letters from veterinarians 
(including over 200 original, non-form letters), and 1650 letters from pet owners (including 
50 original letters). Each letter testifies to the importance of compounding in preserving the 
health and well being of non food animals. 

Please ensure that all attached documentation is added to the FDA Docket. 
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September 16,2003 

Dockets Management Branch (HFA-305) 
US. Food and Drug Administration 
5630 Fishers Lane, Room 1061 
Rockville, Maryland 20852 

Re: Docket No. 2003D-0290 
Guidance on Compounding of Drugs for Use in Animals 

Dear Sir or Madame: 

On behalf of the International Academy of Compounding Pharmacists (“IACP”), we 
submit these comments on the Compliance Policy Guide (“CPG”) Manual Section 608.400, 
entitled “Compounding of Drugs for Use in Animals” (“guidance”), issued by the Food and 
Drug Administration (“FDA”). IACP is dedicated to increasing awareness of the 
importance of compounding by providing accurate information on the benefits of 
compounding, and to assisting pharmacists in improving their compounding practices. In 
this capacity, IACP wishes to address a number of issues in the guidance. IACP submits 
these comments on behalf of its 1,800 members, who are primarily compounding 
pharmacists, many of whom compound prescriptions for animals. 

I. The Guidance Should Not Have Been Issued Without Opportunity for Prior 
Comment. 

FDA inappropriately issued and immediately implemented CPG 608.400 as a final, 
Level 1 guidance without an opportunity for prior public comment. FDA’s classification of 
the guidance as Level 1 demonstrates that the agency considers the guidance to be 
significant, since, under these circumstances, a Level 1 guidance “set[s] forth . . . changes 
in interpretation or policy that are of more than a minor nature.” 21 C.F.R. 3 
lO.l15(c)( l)(ii). We agree with this classification. The guidance document will affect the 
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practices of thousands of veterinarians and compounding pharmacists across the country 
who are seeking to lawfully provide medications for a population - food-producing, 
companion, and exotic animals - that is woefully underserved by the commercial drug 
manufacturing industry. 

Pursuant to FDA regulations, the procedure for issuance of a draft Level 1 guidance 
document is for a draft to be prepared and issued. 2 1 C.F.R. 0 10.115. FDA must then 
publish notice of the guidance, make a copy available, and invite public comment on the 
draft. Id. This procedure is consistent with Congressional intent to allow public input in 
the development of a guidance document. 

In order to ensure public participation in the development of policies, FDA 
developed regulations establishing the procedures it would follow in the issuance of 
guidances. Pursuant to this regulation, an exception to the requirement for FDA to seek 
public input prior to implementation of a Level 1 document occurs only when “the agency 
determines that prior public participation is not feasible or appropriate.” 2 1 C.F.R. 9 
10.115(g)(2). In the preamble to issuance of this final regulation, in response to comments 
about the exception, FDA described the circumstances when it anticipated this exception 
would be used. See 65 Fed. Reg. 56,468 (Sept. 19,200O). FDA described three situations: 
(1) “public health reasons for the immediate implementation of the guidance document;” 
(2) “statutory requirement, executive order, or court order that requires immediate 
implementation;” or (3) “the guidance document presents a less burdensome policy that is 
consistent with public health.” 65 Fed. Reg. at 56,472 (emphasis added). None of these 
circumstances is present here. 

The agency gives, as its reason for not soliciting prior public comment, an “urgent 
need to explain how, in light of a recent court decision and revised policy regarding drugs 
for human use, it intends to exercise its enforcement discretion regarding compounded 
drugs for animal use.” 68 Fed. Reg. 41,591 (July 14,2003). However there was no “urgent 
need” for FDA to do anything. The “recent” court decision referred to by the agency was 
actually issued 15 months ago, and the “revised policy regarding drugs for human use” was 
issued over a year ago. Note also that this CPG does not implement any court’s decision. 
Thus, pursuant to FDA’s own regulation, prior public participation is required unless it is 
not “feasible or appropriate” to solicit prior public input. Given that the court decision was 
issued 15 months ago and did not direct FDA to do anything, there is no reason why the 
agency could not have permitted the public to respond to a draft guidance and then 
addressed these comments in a final guidance. 
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Further, issuance of CPG 608.400 as a guidance policy that is immediately effective, 
without opportunity for prior public input, is completely inconsistent with Congressional 
intent, expressed in the legislative history for the bill that became section 701 of the Federal 
Food, Drug and Cosmetic Act (“FDCA”). The House Report for this bill stated that the 
requirement for prior public participation be waived by the Agency only “in rare and 
extraordinary circumstances where there is a compelling rationale.“’ 

The lack of urgency in issuing this guidance is also demonstrated by reviewing the 
circumstances where the agency has correctly determined that urgent, rare, and 
extraordinary circumstances exist. Two guidance documents, “Food Producers, Processors, 
Transporters, and Retailers: Food Security Preventative Measures Guidance,” and 
“Importers and Filers: Food Security Preventative Measures Guidance,” were prompted by 
concerns about food safety and security in light of terrorist activities, following the 
September 11,200l tragedies. See 68 Fed. Reg. 13,93 1 (Mar. 21,2003). The “Guidance 
on the Petition Process to Request Approval of Labeling for Foods That Have Been Treated 
By Irradiation” was implemented following enactment of the Farm Security and Rural 
Investment Act of 2002, Pub. L. No. 107- 17 1, 115 Stat. 2384. In that instance, section 
10809 of the act was in effect and there was a “pressing need” for the guidance. 67 Fed. 
Reg. 62,487,62,488 (Oct. 7,2002). 

No emergent public health issue has been identified to warrant immediate 
implementation of this CPG. The court decision referred to by the agency, Thompson v. 
Western States Medical Center, occurred almost 15 months before issuance of the CPG and 
did not identify any urgent public health issue requiring immediate implementation of a 
compliance guidance. See Thompson v. Western States Medical Center, 535 U.S. 357 
(2002). Thompson involved a challenge to a ban on the advertising of compounded drugs, 
in which the Supreme Court affirmed the Court of Appeals judgment that the restriction of 
advertising was an unconstitutional violation of free speech. Id. The agency had over one 
year in which to solicit public comments by holding meetings or workshops or to publish a 
proposed guidance and did not do so. 

Moreover, no statutory requirement, executive order, or court order has been issued 
that requires immediate implementation of a CPG without public input. The recently issued 

’ H.R. Rep. No. 105-3 10, at 74 (1997). 
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CPG references the Animal Medicinal Drug Use Clarification Act of 1994 as the source of 
the factors FDA will use for enforcement discretion. No new or recent authority is cited. 

Finally, the current guidance document does not present a less burdensome policy 
than previously existing policy. Indeed, the unnecessary, unreasonable, and unjustified 
restrictions on animal compounding expressed in the CPG will be discussed in detail below. 

The exception to the requirement for public participation for implemented Level 1 
type documents is analogous to the exception when a notice and comment period is not 
required for rulemaking under the Administrative Procedure Act (APA).* As courts have 
held, the exception from the requirement for notice and comment was “an important safety 
valve to be used where delay [for public comment] would do real harm . . . [but] not to be 
used Ijust] to circumvent the . . . requirements whenever an agency finds it inconvenient.” 
United States Steel Corn. v. U.S. Envtl. Prot., 595 F.2d 207,214 (5th Cir. 1979). Further, 
courts have generally held that an exception to the APA notice and comment requirement 
should only be “narrowly construed” and “reluctantly countenanced.” N.J. Dept. of Envtl. 
Prot. v. EPA, 626 F.2d 1038, 1045 (D.C. Cir. 1980). When determining whether public 
notice and input is impractical or unnecessary, courts have examined the facts of the 
situation to establish whether there is “good cause . . . supported by more than a bare need 
to have regulations . . . especially in the context of health risks . . . [to] assure . . . dialog 
necessary to the creation of reasonable rules.” Nat’1 Ass’n of Farmworkers Organizations v. 
Marshall, 628 F.2d 604,62 1 (1980). In the present circumstance, no “real harm” would 
have resulted and no “good cause exists” for implementing CPG 600.408 without prior 
public dialogue. 

By implementing this CPG without public comment the agency prevented public 
participation in the development of the guidance document. There was no compelling or 
emergent public health need. There was no statutory requirement or court order requiring 
immediate implementation, and the CPG is not a less burdensome guidance. There were no 
“rare or extraordinary circumstances.” FDA should have issued the CPG as a draft, and 
permitted the public to respond, prior to implementation. IACP takes strong exception to 
the issuance of this document without any prior chance for public comment. We believe 
that FDA should withdraw the CPG and reissue it as a draft to allow for public 

* 5 U.S.C. 5 553 
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participation. Submitting comments after the fact is simply no substitute for public input 
prior to the CPG’s adoption. 

II. The Guidance Should Not Include a Blanket Prohibition on Compounding of 
Veterinary Drugs from Bulk Substances. 

The guidance contains what is, in essence, a prohibition on the use of bulk chemicals 
in veterinary compounding, even bulk chemicals that are active ingredients in approved 
animal or human drugs, and even when the compounded drug will not be used to treat food- 
producing animals. 

This unreasonable restriction must be examined from the perspective of the 
importance of veterinary compounding, including compounding with bulk chemicals, for a 
population that simply cannot always be treated using commercially available medications. 
The guidance itself recognizes that the compounding of drugs for animals is within “the 
bounds of traditional pharmacy practice.” Guidance at 3. FDA itself has repeatedly 
recognized the importance of compounding drugs for animals, inasmuch as the veterinary 
industry is significantly underserved by existing commercially available and grandfathered 
drugs. In the guidance, FDA states, “The current state of veterinary medicine requires 
products to treat many conditions in a number of different species, some of which are 
known to have unique physiological characteristics.” & The reality is that, if 
compounders are limited to using FDA-approved, commercially available drugs, many 
animals will die, go untreated, or suffer needlessly. 

In many instances, FDA’s broad restriction against the use of bulk drug substances 
to compound for animals would be detrimental to animal health and to the practice of good 
veterinary medicine: 

First, FDA’s restriction against veterinary compounding from bulk drug substances 
fails to account for commercial products that have been withdrawn from the market for 
economic reasons and not for reasons of safety or effectiveness. Drug companies 
discontinue products for many reasons unrelated to safety, such as market position or 
profitability. The election by a drug manufacturer to stop selling an unprofitable but safe 
drug should have no impact on the ability of pharmacists to compound that drug to fill 
prescriptions. In fact, the ability of a pharmacist to compound such drug products has 
saved many human and animal lives. FDA’s CPG for human drug products allows the 
compounding of drugs that were discontinued for reasons other than safety or efficacy. The 
veterinary CPG should be at least as flexible. 
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Cyclosporine provides a prime example of such a drug product. Cyclosporine is an 
ophthalmic product indicated for treatment of chronic keratoconjunctivitis sicca (KCS) in 
dogs. The product was formerly manufactured as Optimmune@ by Schering-Plough. 
However, it has been discontinued due to economic constraints on the manufacturing 
company. Pharmacists can compound cyclosporine ointment to fill the void left by 
Optimmune’s discontinuation. However, elimination of cyclosporine, USP powder would 
eliminate pharmacists’ ability to compound this product and would considerably jeopardize 
treatment of dogs with this disease. If left untreated, KCS can threaten the vision of dogs. 
In advanced disease states, it may lead to painful cornea1 ulcerations and vision may 
become impaired due to scarring of the cornea. 

In addition, using finished dosage forms, such as tablets, to compound sterile dosage 
forms (i.e. ophthalmic drops, injectables, etc.) may add unnecessary excipients to the 
compound and increase the risk of pyrogen contamination in the product. Pure active 
pharmaceutical ingredients are best suited for use in these customized formulations. 

As an example, miconazole ophthalmic solution for treatment of animal patients 
with fungal keratitis is an essential compounded product that would be eliminated under the 
current FDA guidance. Elimination of miconazole, USP powder would substantially 
jeopardize the treatment of animal patients with fungal keratitis. No commercially 
available products are suitable for topical use in the eye, and are, in fact, quite damaging to 
the eye due to preservatives and vehicles used in commercially available miconazole 
products. A suitably compounded miconazole 1% sterile ophthalmic solution is the 
treatment of choice for equine fungal keratitis. The only approved topical antifungal 
ophthalmic suspension, Natacyn (natamycin) is irritating to equine eyes and is not effective 
against filamentous fungal agents commonly seen in equine veterinary practice. Without 
compounded miconazole ophthalmic solutions, loss of the equine eye would result. Many 
animals would unnecessarily become unsound and potentially be euthanized. 

Further, compounded dosage forms are ofien used in animal and human patients 
when there is no commercial alternative to treat the diagnosed disease state or medical 
condition. FDA’s Center for Drug Evaluation and Research (CDER) has repeatedly 
recognized compounding from bulk drug substances as a valid practice for treatment of 
human patients. IACP sees no reason why FDA’s Center for Veterinary Medicine (CVM) 
should enforce a more stringent standard, especially for non-food producing, exotic, and 
companion animals. 
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As an example, cisapride, a benzamide prokinetic agent, is a compounded veterinary 
product that is widely recommended as part of the medical management of megacolon in 
cats. Recent experimental work (Washabau, 1994) using feline colonic smooth muscle has 
demonstrated that: 

(0 Cisapride stimulates contraction of both longitudinal and circular smooth 
muscle from both the proximal and distal colon; 

(ii) Cisapride’s actions are only partially dependent on enteric cholinergic 
neurones; 

(iii) Cisapride can activate a direct smooth muscle response; 
(iv) Cisapride’s actions on colonic smooth muscle are dependent on 

extracellular calcium; and 
6’) Other “3notility enhancing” drugs such as domperidone, motolin, 

ervthromvcin, and metoclopramide have no effect on feline colonic smooth 
muscle in vitro. 

In other words, there are no substitutes for cisapride in cats with megacolon. Hundreds of 
cats are dependent upon lifetime treatment with cisapride to maintain colonic motility, and 
without cisapride therapy, many of these cats would have to be needlessly euthanized. 

Another example involves compounded drug products used to treat epilepsy. There 
were an estimated 60 million pet dogs in the United States in 2002. The prevalence of 
epilepsy in the canine population is about 1%, meaning that nearly 600,000 dogs in the U.S. 
have epilepsy. Potassium bromide has become the drug of choice for management of 
canine epilepsy, rapidly replacing phenobarbital. This widespread use is due to potassium 
bromide’s greater safety, decreased side effects, and lack of potential for human abuse as 
compared to phenobarbital. Epileptic dogs must be maintained for life on potassium 
bromide. Were potassium bromide to be denied to the epileptic population, hundreds of 
thousands of dogs would experience breakthrough seizures and a tremendous degree of 
unnecessary suffering. Compounded potassium bromide is essential to the health of many 
companion-animal dogs. FDA’s outright ban on compounding veterinary products from 
bulk drugs would eliminate this vital therapy and bring unnecessary suffering to many pets 
and owners. 

Finally, compounded dosage forms are often used to improve therapeutic outcomes 
in patients by customizing compliance elements of the therapy such as concentration or 
flavor. Although such compliance elements may initially seem not to be clinically 
significant, it would be virtually impossible to administer necessary medications to many 
animals without the availability of compounded dosage forms that have been customized to 
increase patient compliance. Many animals would be subjected to unnecessary suffering, 
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and at times death, if compounded medications became unavailable to treat their unique 
medical conditions. Manipulating commercially available, finished dosage forms to 
compound such therapies may limit the possible routes of administration, concentration of 
dosage forms, or flavor of the product, making a medication too difficult to administer or 
unpalatable. The need for customized therapies is especially evident when considering the 
unique medication needs of exotic animals. Exotic animals exhibit tremendous diversity in 
size and features. They range from parrots to elephants, poison dart frogs to lions. The 
unique attributes of many exotic animals require customized therapies. Without 
compounding, the medications needs of these unique veterinary patients would be left 
unfulfilled and the death or mutilation of many animals would result. Pharmacists should 
not be prohibited from compounding veterinary products to meet compliance needs, 
especially when the benefits to the patient outweigh the risk to the patient and to the 
community. This is true for all animals, and particularly for companion and exotic animals. 

These are only a few of the many examples of cases that require compounding for 
animals from bulk drug substances. As demonstrated, if FDA were to continue to prohibit 
all compounding from bulk drug substances, a tremendous degree of mutilation, suffering, 

a 

and death of animal patients would result. FDA would be remiss if it did not recognize this 
fundamental flaw in its prohibition against the use of bulk drug substances in veterinary 
compounding, especially when Congressional intent demonstrates a clear commitment to 
preserving access to bulk drug substances in compounding. 

The principal legislation affecting the compounding of drugs for animals was the 
Animal Medicinal Drug Use Clarification Act of 1994 (AMDUCA). As stressed by the 
primary sponsor of this legislation, Senator Howell Heflin, the purpose of AMDUCA was 
to clarify that veterinarians could continue to engage in the off-label use of animal drugs or 
human drugs. As Senator Heflin put it, the Act “will not increase or alter overall patterns 
of drug usage by veterinarians.” 139 Cong. Rec. 1447 (1993). 

Indeed, compounding has always been an accepted practice of pharmacists. 
Remington ‘s Practice of Pharmacy, relied on for decades as the “Bible” of pharmacy 
operations, described, as long ago as 1936, the practice of pharmacy as requiring a 
“knowledge of medicines and the art of preparing and dispensing them,” as well as 
knowledge of “their identification, selection, preservation, combination, analysis and 
standardization . . . Compounding consists of the skillful blending of two or more 
ingredients.” Remington ‘s Practice of Pharmacy I (8th ed. 1936) (emphasis in original). 
The United States Pharmacopeia - the official compendium of drug information recognized 
as authoritative by the federal Food, Drug, and Cosmetic Act (FDCA) - has included 
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instructions on compounding medications since 1920. History and Backgound Information 
on USP ‘s Activities in Compounding Pharmacy Practices, 27 Pharmacopeial F. 3 169 
(2001). The laws of nearly every state define the practice of pharmacy to include 
compounding. 

In the very case cited to justify the issuance of this CPG without comment, the 
United States Supreme Court has likewise recognized the importance of compounding, 
again, in reciting principles that are no less applicable to animals than to humans. 

The Government . . . has an important interest . . . in permitting the continuation of 
the practice of compounding so that patients with particular needs may obtain 
medications suited to those needs. And it would not make sense to require 
compounded drugs created to meet the unique needs of individual patients to 
undergo the testing required for the new drug approval process. Pharmacists do not 
make enough money from small-scale compounding to make safety and efficacy 
testing of their compounded drugs economically feasible, so requiring such testing 
would force pharmacists to stop providing compounded drugs. Given this, the 
Government needs to be able to draw a line between small-scale compounding and 
large-scale drug manufacturing. That line must distinguish compounded drugs 
produced on such a small scale that they could not undergo safety and efficacy 
testing from drugs produced and sold on a large enough scale that they could 
undergo such testing and therefore must do so. 

Western States, 535 U.S. at 369-70. 

The principles enunciated by the court in the recent decision of In re Wednewood 
Village Pharmacy, Inc., No. 03-2049,2003 U.S. Dist. LEXIS 11648, at *61 (D.N.J. July 7, 
2003), also apply equally to veterinary pharmacy compounding as to compounding for 
humans: “FDA has recognized the essential need for individually tailored medication and 
the economic reabties that those individually tailored medications would not be available if 
pharmaceutical compounding had to meet the new drug requirements.” 

There can be no doubt that compounding from bulk chemicals is historically the 
mainstay of the practice of pharmacy. Indeed, in 1938, when the FDCA was passed, 
relatively few final dosage forms were available, and pharmacists compounded more than 
250 million prescriptions annually. Proceedings ofthe Local Branches, 14 J. Am. Pharm. 
Ass’n 232,233 (1935). Nearly all of these prescriptions were compounded from bulk 
chemicals. 
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In light of this support for the widespread and traditional practice of compounding 
from bulk chemicals and the critical inadequacy of commercially manufactured drugs to 
treat animal illness and suffering, it makes no sense to restrict veterinary compounders from 
engaging in the very practices that compounders of human drugs are permitted to engage 
in. In the absence of an Investigational New Drug Application, the CPG on human 
compounding prohibits compounding from bulk chemicals only when those “bulk active 
ingredients . . . are not components of FDA approved drugs.” CPG Sec. 460.200. 
Likewise, the veterinary CPG must be revised to ensure that the universe of bulk active 
ingredients available for use in compounded veterinary drug products includes, @ 
minimum, those bulk active ingredients that are components of approved or grandfathered 
human or animal drugs. Taking a more restrictive approach to animal compounding so that 
all bulk compounding is prohibited, however, is illogical, and contrary to good animal care. 

Other provisions in the guidance address the agency’s concerns about the use of 
compounding to avoid compliance with current good manufacturing practice regulations 
applicable to drug manufacturers. This can be addressed with more narrowly crafted 
restrictions. The appropriate restrictions to impose on compounders to achieve this goal, 
keeping in mind the critical nature of compounding activities to providing medications 
necessary to protect the health and welfare of animals, are that compounded prescription 
drugs only be distributed pursuant to the lawful order of an appropriately licensed health- 
care practitioner, the prohibition on compounding drugs that are commercially available, 
and the requirement that compounded drugs only be produced and distributed when the 
“health of the animal” is “threatened,” and where “failure to treat” would likely result in 
“suffering or death of the animal.” These provisions, unlike the ban on use of bulk drugs, 
are consistent with the intent of Congress in passing the bill that became AMDUCA. 

FDA tries to support its blanket prohibition on the compounding of veterinary drugs 
by relying on the holdings of United States v. Alnon Chemical, 879 F.2d 1154 (3d Cir. 
1989) (“Alnon”) and United States v. 9/l kg Containers, 854 F.2d 173 (7th Cir. 1988) 
(“Schuyler”). However, these decisions address only compounding by veterinarians, not 
compounding by licensed pharmacists, as the guidance itself recognizes (“the Act does not 
permit veterinarians to compound unapproved finished drug products from bulk drug 
substances”). Although the guidance states that the principle of these cases “applies 
equally to compounding by pharmacists,” this simply is untrue. 

State laws and state agencies authorize, inspect and regulate the compounding 
practices of state-licensed pharmacies, but do not do so with veterinarians. Pharmacists 
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only compound veterinary prescription drugs upon the direction of veterinarians, and two 
state-licensed professionals are thus involved in determining whether a compounded 
product is appropriate, safe, and effective. Veterinarians compounding on their own have 
no check or balance on their compounding practices. Moreover, compounding is an 
integral, long accepted part of the practice of pharmacy, but not of veterinary medicine. 
Accordingly, the two court decisions granting FDA power to prohibit compounding from 
bulk drugs by veterinarians cannot be applied to support such a prohibition on pharmacists. 

To apply the prohibition to the use of bulk drugs in compounding for non-food- 
producing animals is especially nonsensical. The guidance cites AMDUCA as being the 
important legislation on this area, yet the legislative history of AMDUCA demonstrates 
unequivocally that Congress, before approving AMDUCA, was intent on protecting the 
ability to compound for the animal population, and that any restrictions on animal-drug 
compounding were targeted primarily - if not exclusively - on preventing harmful residues 
from being created in food-producing animals. For example, Senator Howell Heflin, the 
primary sponsor of AMDUCA, stated that the bill “gives FDA full access to the tools 
necessary to assure the continue[d] safety of the food supply and to keep unwanted and 
illegal residues of animal drugs from contaminating our food.” 140 Cong. Rec. 14071 
(1994). Earlier, Senator Heflin noted that AMDUCA would permit “[v]iolators who cause 
the presence of illegal residues in food” to be prosecuted appropriately. 139 Cong. Rec. 
1447 (1993). 

Therefore, the blanket restriction on compounding from bulk chemicals contained in 
this guidance should be revised to allow, at minimum, the use of bulk active ingredients 
that are components in an approved or grandfathered animal or human drug. Some 
restrictions on the bulk drug substances used to compound for food-producing animals may 
be appropriate, but a flat ban on the use of bulk drugs is clearly detrimental to good 
veterinary healthcare. 

III. Several Components of the Guidance, Including the Irrational Prohibition on 
Anticipatory Compounding and the Prohibition of Compounding Pharmacists’ 
Use of Commercial-Grade Processing Equipment, are Wrong. 

A number of the other factors included in the guidance, intend to warn compounders 
when FDA will take enforcement action, are problematic. 

Factor 2: The second factor listed in the guidance indicates that FDA will consider 
enforcement action when a pharmacy engages in “[clompounding of drugs in anticipation 
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of receiving prescriptions, except in very limited quantities in relation to the amounts of 
drugs compounded after receiving valid prescriptions.” Guidance at 4 (emphasis added). 
This statement represents a significant change from FDA’s prior position in its 1996 
Compliance Policy Guide for Compounding of Drugs for Use in Animals, CPG Sec. 
7 125.40, which stated that FDA would consider enforcement action if a pharmacy engaged 
in “preparation for sale of large quantities of unapproved new animal drugs on an ongoing 
basis and where no valid medical need or VCPR [Valid Veterinarian-Client-Patient 
Relationship] exists.” IACP believes that the change of conditions under which 
anticipatory compounding is allowed is unduly restrictive and significantly inhibits the 
ability of compounding pharmacists to run effective practices and to meet their patients’ 
needs. 

The phrase “very limited” may lead FDA to take action based on what has been 
regarded as acceptable anticipatory compounding, or cause pharmacists to unduly curtail 
legitimate anticipatory compounding based on historical prescribing patterns. This section 
should be revised to permit anticipatory compounding in “limited quantities based on 
historical prescribing patterns and appropriate beyond-use dating as determined by State 
Boards of Pharmacy or the United States Pharmacopeia Chapter 795.” 

Anticipatory compounding is a well-accepted, beneficial component of traditional 
compounding. See, e.g., Ohio Admin. Code § 4729-9-21 (2003) (“A limited quantity may 
be compounded in anticipation of prescription drug orders based on routine, regularly 
observed prescribing patterns”); 22 Tex. Admin. Code 6 291.3 1 (2003) (defining 
compounding to include “[tlhe preparation, mixing, assembling, packaging, or labeling of a 
drug or device: . . . in anticipation of prescription drug orders based on routine, regularly 
observed prescribing patterns”). See also National Association of Boards of Pharmacy, 
Model State Pharmacy Act and Model Rules, Good Compounding Practices Applicable to 
State Licensed Pharmacies, App. C, Subpart A (“NABP Model Rules”). The NABP Model 
Rules state that: 

Pharmacists may compound drugs in very limited quantities 
prior to receiving a valid prescription based on a history of 
receiving valid prescriptions that have been generated solely 
within an established pharmacist/patient/prescriber relationship, 
and provided that they maintain the prescriptions on file for all 
such products compounded at the pharmacy (as required by 
State law). The compounding of inordinate amounts of drugs in 
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anticipation of receiving prescriptions without any historical 
basis is considered manufacturing. 

NABP Model Rules at App. C, Subpart A. Although the NABP guidelines refer to “very 
limited quantities,” they specifically reference a history of prescription patterns to 
determine what is a “very limited quantity.” Further, the NABP guidelines state that a 
pharmacist is engaged in manufacturing only when the pharmacist compounds “inordinate 
amounts of drugs” in anticipation of prescriptions and there is no historical basis for the 
anticipatory compounding. Thus, the NABP guidelines use relative context of historical 
practice, whereas the CPG uses the more restrictive, absolute standard of”very limited.“3 

Additionally, this factor could have negative effects on drug quality if it forces 
pharmacists to compound multiple small batches of a drug product as opposed to a single, 
large batch. Producing multiple small batches of drug products may incur a greater risk of 
error and contamination than preparing a single batch of greater quantity. Compounding in 
larger batches also permits sterile compounding pharmacies to conduct sterility testing in 
advance of receiving prescriptions, thereby enabling pharmacies to test the sterility (and 
other attributes) of the compounded product prior to releasing the product to the consumer. 
Patient-by-patient compounding precludes this testing. FDA investigators have cited 
pharmacists for not testing every batch of compounded drug. Demanding that type of 
testing is incompatible with the virtual preclusion of anticipatory compounding. Allowing 
pharmacists who receive regular prescriptions for a drug the flexibility to compound 
sufficient quantities of that drug could enhance quality and lead to greater efficiencies. 

Factor 6: The sixth factor addresses the use of “commercial scale manufacturing 
equipment for compounding drug products.” Guidance at 5. The restriction on commercial 
scale equipment is a source of concern. The CPG provides no bright-line test to determine 
whether a particular piece of equipment is of “commercial scale.” Some pharmaceutical 
manufacturers make small quantities of certain drug products (e.n., orphan drugs). There 
may be some overlap in scale or quantity in equipment that a manufacturer possesses and 
the equipment that a compounding pharmacist who receives numerous prescriptions might 
need to operate his or her business effectively. This pharmacist could potentially buy 
smaller equipment and produce several small batches of the drug. However, smaller, 

3 As stated above, we also recommend removing the modifier “very” as unnecessarily 
restrictive. 
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repeated batches pose a greater risk of error than a single, large batch, and means less 
efficient use of pharmacists. IACP recommends that the FDA remove this language in the 
CPG. 

Also, FDA should never use sophistication of equipment as a surrogate endpoint for 
whether a pharmacy is a manufacturer. Pharmacists who use advanced technology will 
have an enhanced ability to compound properly. More pharmacists are using automated 
equipment, such as automated mixing bowls and dispensing equipment, to facilitate 
compounding and increase the quality of compounded drugs. FDA should not confuse 
scale, which relates to volume and quantity, with sophistication or complexity, which 
relates to quality. This factor should be clarified in the revised CPG. 

Factor 8: The guidance is also overly restrictive when it states that any failure to “operate 
in conformance with applicable state law regulating the practice of pharmacy” can place a 
pharmacy at risk of enforcement action by FDA. While IACP agrees that pharmacists must 
act in conformance with applicable pharmacy laws, FDA should clarify that this factor 
relates to those aspects of state pharmacy law that indicate whether the pharmacy is acting 
as a manufacturer. State boards of pharmacy impose numerous requirements on 
pharmacies, such as the need to pay its registration fee in a timely manner,4 establishing a 
pharmacist to pharmacy technician ratio5 and the need to notify the board of pharmacy of 
the designated pharmacist-in-charge.6 There are numerous other requirements of state 
pharmacy law that have no bearing on whether a pharmacy is acting as a manufacturer. 
The failure to comply with every single element of a statute or regulation does not mean 
that a pharmacy is a manufacturer. Thus, if a specific state law violation indicates that a 
pharmacy is a manufacturer, it may be appropriately considered by FDA in assessing a 
pharmacy’s status. Enforcement for other types of violations should rest solely with the 
State Boards of Pharmacy. 

4 See, e.g., Cal. Bus. & Prof. Code $5 4400,440l (Deering 2003); Cal. Code Regs. tit. 
16 0 1749 (2003). 

5 See, e.g., Cal. Bus. & Prof. Code $4115(g) (Deering 2003); Cal. Code Regs. tit. 16 
§ 1793.7(f) (2003). 

6 See, e.g., Cal. Bus. & Prof. Code $4113(a) (Deering 2003); Cal. Code Regs. tit. 16 0 
1709 (2003). 
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IACP appreciates the opportunity to comment on the CPG, and trusts that its 
comments will be seriously considered by the agency. We regret, however, that these 
comments are being provided after issuance of the CPG, as opportunity for prior comment 
was not provided. 

Due to the lack of FDA compliance with Good Guidance Practices in issuance 
of this CPG and the severe and immediate impact of this guidance on veterinary 
healthcare, IACP requests that CPG Manual Section 608.400 be withdrawn and 
reissued in draft form to allow public comment and revision of the guidance before 
implementation. 

Please do not hesitate to contact me if you have any questions. 

Respectfully submitted, 

L.D. King 
Executive Director 
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Dr. Stephen Sundlof, Director 
Center for Veterinary Medicine 
U.S. Food and Drug Administration (EIFV-1) 
7500 Standish Place 
Rockville, MD 20855 

COLLEGE OF PHARMACY 
April 29, 2004 

Dear Dr. Sondlof: 

I am writing you in reference to the Compliance PoIicy Guide (CPG) 
issued for the Animal Medical Drug Use Clarification Act (AMDUCA). My 
understanding is that this CPG was issued in final form, without allowing 
opportunity for comments, in violation of FDA Good Guidance Practices. I am 
urging you to rescind this CPG and reissue it in draft format for review and 
comment by the interested public. 

In particular, FDA’s prohibition in this CPG against compounding from 
bulk active pharmaceuticals lacks foresight..It is essential that pharmacists be 
allowed to compound for non-food producing animals from bulk drug 
substances. For example, just last Tuesday, a veterinarian called the hospital 
where I work looking for dexamethasone sodium phosphate for a dog that he 
believed suffered a stroke. The hospital didn’t carry it. However, a 
compoundmg pharmacist would have it, as a USP bulk chemicaI. The’ reason 
the hospital didn’t have it (along with many other steroids) was because it was 
in short supply G-om manufacturers. This is just one example of how 
compounding couid benefit non-food producing animals. 

Medicine, both veterinary and human, is changing rapidly and with the 
advent of pharmacogenetics, manufacturers will notbe able to supply every 
drug in every dose or form needed, it just won’t be economically feasible for 
them to do so. Pharmacists are highly educated @years-of training) and 
capable of providing a quality product to the public. Regulators should focus 
on improving standards and .accreditation of pharmacies.to fulfill the needs of 
veterinarrans. The goal should be to bring the pharmacies up to the highest 
standards possible, not to prevent them from serving a true medicai need. 

Catherine A. Harrington, PharmD, PI!D 
Associate Professor 
Nova Southeastern University 
CoIIege of Pharmacy 

cc: The Honorable S,enator Graham and  7  he  

OI- 

HEALTH PROFESSIONS DIVISION 
COLLIXX OF PHARMACY - WLSl- PALM BEACH PROGRAM 

3970 RCA Boulevcrd, Suite 7006 l Folm aeoch Gardens, Fiorido 3341U l (561) 6224682 . Fox (561) 622-9205 



__ ,  - .? ,  _.T”. _W.“V .. I . .  

.  

.  

.  

.  

.  

,  

.  

.  



Mar 01 04 11:57a lJRSINIIlJSR1 16101 345-0160 P- 1 

x._ .  

March I, 2004 s 
~,L’:,,gg& 

Dr. Stephen Sundlof,.Director 
Center for Veterinary Medicine 
U.S. Food & Drug-Administration(HEV-1) 
7500 Standish Place 
Rockville, -MD 20865. 

Dear Sir. 

I am gravely concerned about compliance policy.guidelines I- z::~?ntty passed in their finaf , 
form that directly affect my veterinary compounding busines ?:+r non-food producing 
animals. -These changes areegregkxrs in nature-not. only for I flair. content -but. in the. 
manner that they were actualized. 

To disregard input from the pharmacy community is irrespor=; hle and in direct violation 
of your own department’sGood Guidance Practices .These :.I -tidelines. are wide 
sweeping and encompass all aspects of compounding caus ‘1 ;i quite a problem for the 
community pharmacist who-cares for.andtreatssmaU house ~zldanimatsand nonfood 
producing animals. 

As such a pharmacist, I respectfully and stridently, ask that 1 .I r:,:je guidelines be 
withdrawn and reissuedin adraft form taking into consideralrl11’1 all aspects of veterinary 
compounding. Our livelihood is dependent upon these guide! I I .I% being revoked. 

In a democratic society, rules are created to govern and guE-iI? ,the populace. When a 
governing body acts in disregardof said. popuLacethe basic ij !r~ets of this country are in 
jeopardy. Please rectify this action in a fair and equitable m;‘r riper. 

Sincerely, 

&C.&h IYL fh.wxLL& 
Louis M. Micolucci,.R.Ph., 
BPI-Vet, Division of Boothwyn Pharmacy, Inc. 

cc: Mr. Mark McClellan, FDA Commissionec, #3Qt443: 1 f.Q 
Senator Arlen Specter, Philadelphia District Office #::“..3-597-0406 
Senator-Rick Santotwn, Pittsburgh District Office #4 i !&62-4% 

5 Congressman Joseph Pitts, Unionville Distii Office .I Ki ‘10-444-52 0 
CongressmaR ilim Gedach, Glenmoore Distdct Offi::~ fi61 O-458-8389 c 
Congressman Curt Weldon, Philadelphia District Off11: pi #216-596-4655 
IACP, #281-49!3602 
Dr. Michael Chaddock, Director, AVMA, Governmen. Nations #202-842-4360 

2341 Chirhr-sler AxrenYe 6r Meettnghousc Road 0 Boorhbiryn * ., I nsyivanla USA 19061 
(610) 485-1130 l F;l~:(610) 485.92; ; 

- . .-. - 
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Dr. Stephen F. Sundlof. Directar 
Center jbr Veterinary Medicine 
U.S. Food and Drug Administration (HFV-1) 
7500 Standish Place 
Rockvilie, MD 20855 

803-419-7333 

C‘ltl¶i~~r)rrIlrlil,f:li~ /%tlrf1IcI;~~:I’ 

280-l MiJlwoodAve: &St0 FanuwRoad 
Columbia SC 29205 Columbia SC 29203 

(803) 7652672 (803) 736-5935 
Wendy J. Lee, PhannD 

Dear Dr. Stephen F. SuRcH&- 

Each patient who approaches our pharmacies has a specific need to be met 
through medication. In certain cases this need ~411 be achieved by prescription 
compounding from qtlatiry bu& chemicaIs‘. These situations should not only include the 
human population but also our diverse animal communities. Example cases include; 
using flavors to makti medications more -appearing to a household-pet, creating the most 
appropriate dosage in a capsule or troche instead of the owner needing to administer 
partial tablets, treating a difficult pet wiih a medicated transdermal gel in place of an 
injection or oral drug,. and compounding a-dosage form- of a discontinued or temporarity- 
out-of-stock medication when the human preparation is no longer available. By 
compounding medications-we canheLp meet each. anin&s unique need - 

With these thoughts in mind we at Long’s Pharmacy are very concerned about the 
Compliance Policy Guide (CPG) issued by theCenter for Veterinary Medicine. The 
CPG was issued in final form without allowing opportunity for comments, in violation of 
FDA Good Guidance Practices. IMany requiiements of this CPG are extremely 
problematic and deserve a comment period before being put into effect. FDA’s 
prohibition in this CPG against compounding from bulk active pharmaceuticals is 
tremendously problematic. It is essential that pharmacists be allowed to compound-for 
non-food producing animals from buR di-ug substances. 

For a healthy quality of life of these animaLpopulations Long’s Pharmacy asks, 
the FDA Lo withdraw the CPF and reissue it in draft form to ailow pharmacists, 
veterinarians, and patient owners to comment on it before it is~implemented: Thank you 
for your understanding of this issue. 

cc: Mark McClellan, FDA Commissioner 
cc: Senator Lindsey Graham, US Senate(R-SC>- 
cc: House Representative Joe Wilson, US House (R-SC) 
cc: IACP 
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Dr. Stephen Sundlof, Dire!ctor 
Center for Veztcxinary~~ 
U. S. Food and Drug Admhtrbn (HFV-1) 
75oostiish macF~ 
Rochille. MD 20855 

Dear Dr. Sundlof, 

I am disappointed-that CMV-recently issued t Comp4iar~policy Guide fCFG]in final 
form, not allowing for comments. I believe this is in violation of FDA Good Guidance 
Practices. -Severalxquirenren&of this CPG iteservea comment- before a final 
CPG is put into effect. Among these requirements in the CPG is a prohibition a&s! 
compounding f?&m bulk drugs&stances. This is &oubI&ome. Pii&rmacists should be 
allowed to compound for non-food p.~ducing animals thm bulklinlpsukwes, 
Pharmacists are filling a need-for the veterinarians\‘s practice. 

Please withdrawth&PG andreisst&tdraft6xzr~~a&u~fo~ mists, veterinarian&. 
and consumers to comment. 

Senator Dine F&stein (D-CA) 
Senator Barbara Boxer (D-CA) 
Representative WilliamThem&R~A2Z~. 
International Academy of Compounding Pharmaciq 

1315 BOLICHTOIJ DRIVE - POST OFFICE BOY 80538 l BARlZRSFtELD. ~LIFORNIA 83380~6538 - (66r) 39941366 - (661) 387-7140 FAX 

TOTFIL PA32 



VILLAGE PHARMACY & COMPOUNDING CENTER . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . ..~............. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . ..*.................................*. 

February 5,2004 

Dear Dr. Stephen Sundlof, 

I provide many prescriptions for my veterinary patients every day. We help 
many cats and dogs when the standard available products are not helpful or are 
unavailable. The Compliance Policy Guide (CPG) issued by the Center for 
Veterinary Medicine will severely reduce the ability of pharmacists to meet the 
needs of these patients. I feel pharmacists need a comment-period before any final 
decisions are made. 

Please withdraw the CPG to allow time to comment on it’s provisions. 

Sincerely, 

Daniel A. Busichio, R.Ph. 
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sfl livan d rug store 
104 MAIN STREET 

F ‘0 80X 465 
LANCA .-. rSTER, NH 03584 

PtiONE (603)788-2751 
TOLL FREE I-800-442-4606 qc3L’f’ 

Ckniw for Veberlnaq Medicine 
US Food and Thug Administration (HFV-1) 
7500 Standish Place 
Rockland,MD 2IB55 

Dear Dr. swld10f# 

I am writing you today in reqxmse to a recentCompliance Policy Guide (CPG) isso& by CVM. 
The CPG, Gmtpounding @rugsjw USC in Animals (CPG 7l2!5.40), was issued in final form 
without aNowing opportunity for comments. This, as I IIIU%SS~~~~, is a violation of FDAGood 
Guidance Practices. There am many req- of this CPG that are -ely problematic 
and should have a comment period before being put into effect Of these, the FDA’s prohibition 
of the use of bulk active pharmaceuticals is of most concern to me. I understand limiting or even 
prohiiting the ws of bulk active pharmaceutical cornpounding for food producing animals but 
to extend the prohiUtion to pharmaceuticals used in compounding for personal lxts is not only 
extreme but unreasonable. In my practice we often work with local veterina&ns to help treat 
conditions common in elderly house cats. Why would the FDA want to stop ti? 

I ask that you withdraw the CR3 and reissue it in draft form. Doing this would allow 
veterinarians, pharmacists, and pet owner to comment on its provisions befog it is implemented. 

I thank you for your atkntibn b this matter. 

Cc Mark MN Senator Judd Gregg, Senabr John E. Sununu, Representative Charlie Bass 



1805 S-&d 
Big Stone Gap, Va 242 19 

(276) 523~14yw 
(276) 523-293 X fax 

February -IO,2834 

Dr. Stephen Sundlof, Director 
Center -for Veterinary .Medicine 
U.S. Food and Rrug Administration (HFV-I) 
7500 Standish Place. 
Rockville, MD 20855 

Dear Dr. Sundlof’r 

I am writing because- I .am conce-rned for the future of compounding.. I have recently beenmade aware 41hstt the. 
U.S Food and Drug Administration (FDA) Center for Veterinary Medicine (CVM) recently issued a 
Compliance Policy Guide (CPG) GUI compounding fw animals that disallows all-compounding-from bu&, 
pharmaceutical ingredients, a standard that is much more restrictive than the FDA’s policies governing 
compounding for human patie&. 

I am concerned because: 
I. CVM issued this CPG in final form without aBowin~apportunity for comments,.in violation-of FDA. 

Good Guidance Practices. 

0 
2. Many requirements of thi.sCPG are extremely problematical deserve a comment period before. 

being put into effecr. 

3. FDA’s prohibition in this CR3 against compounding-from bulk active pharm~~4~&is-cx~erne~. 
problematic. It is essential that pharmacists be allowed to compound for non-food producing animals 
from bulk drug substaxxzs:- There corm med&&ns that pttffirrary-patients nce# tharare only. 
provide4 by compounding pharmecists. If this issue smds there will be mar?y pet owners that lose a 
loved or see a loved one s&f&, due to hck. of~patopriate me&&n 

f ask that the FDA to withdrsw the13PG snd reissue it in draft form to dlow fwpharmacists, veterinarians, and 
patients to comment on its provisions before it is implemented. 

siRc(ereIy, 

Autumn S. Wells, Pharm.D,, RPh 
community Pharmacy R&derK, 

cc: Mark McClellan, FDA Commissioner 
cc: Representative Rick Boucher 
cc: Senator Ocorgc A&n 
ce: Senator John Wame~ 
cc: IACP 



Central Pharmacy 

2609 N. Duke Street, Suite 103 
Durham, NC 27704 

919-220-5121 FAX 9194206307 

Bill Burch, RPh, FACA Jennifer Burch, Pharm. D. CDE Sloan Barber, Pharm. D. 

October 26,2003 

Dr. Stephen Sundolf, Director 
Center of Veterinary Medicing 
U. S. Food and Drug Administration (HFV-1) 
7500 Standish Place 
Rockville, MD 20855 

Dear Dr. Sundolf: 

The FDA’s prohibition in this CPG against compounding from bulk active e pharmaceuticals 
is extremely problematic. It is essential that pharmacists be allowed to compound for non- 
food producing animals from bulk drug substances. If you have ever tied to give a cat 
medication by mouth you would understand the difficulty many cat owners experience. 
Seeing your dog have uncontrolled seizures is not a pleasant sight. Each of these examples 
requires compounding from bulk pharmaceuticals. These are just two simple examples of 
the situations that present daily to the veterinarian and compounding pharmacist. Without 
the ability to compound from bulk pharmaceuticals there is no solution for these owners. 

CVM issued the Compliance Policy Guide in final form without allowing opportunity for 
comments, in violation of FDA Good Guidance Practices. As previously stated many 
requirements of this CPG are extremely problematic and deserve a comment period before 
being put into effect. Please extend the courtesy of a comment period so you may hear why 
this policy needs to be revised. 

Again as a courtesy the many pet owners in this country please withdraw the CPG and 
reissue it in draft form to allow pharmacists, veterinarians, and pet owners to comment on its 
provisions before being enforced. 

William Burch, RPh, FACA 

Cc: Dr. Mark McCellan, Commissioner FDA 
Sen. Elizabeth Dole 
Sen. John Edwards 
Rep. David Price 
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Cwmpounciing Center, inc. I, 

IO.5 North Pm-y Street Phone: 7?0-963.2El3 
bwrencevitle. GA 300% FAX : 770-963-0166 

October~3.2003 

Mark McClellan, MD, Ph.D. 
FDA Cornmissi~ 

Dear Dr. Mark McClellan, 

I thought you should receive a-copy of the &TX f&&to f)t; SM F Snndlof.-This 
issue is of great importance to all pha~a&ts, veterinarians, and pet owners. 

Dr. Stephen F. Sundlof, Director 
Center for Veterinary ~Medicinq 
U.S. Food and Drug Administration (f-lFV-1: 
7500 Standish Placx! 
Xockvills, MD 20855 

Dear- Dr. sundlpf, 

I would like to request thaE the FDA withdrsa~ the C:PGZU& &ssu& is&r&-formta. 
ajiow pharmacists, veterinarians and patients .o comment on its provisions before it is 
implemented. 

Cc: Mark McClellan, FDA Commissioner 
Cc: Rep. David Scott 
Cc: Senator Saxby Chambliss 
Cc: Senator Zell Miller 



I~NcechPewy Street. Phone: ~7?0-963401~L 
tawrencedk tA 30045 FAX I 770-963.0166 

October 3,2003 

Dr. Stephen F. Sund-lof. Dire&x 
Center for Veterinary Medicine 
U.S. Food and Drug Admi&ration(HFV-$~c 
7500 Standish Place 
Rockville, MD 2085.5. 

Dear Dr. Sundlof, 

1 am writing this let@  in -response. to the Coi;+pliattce Policy Guide (CPGl that .was 
recently issued in final form. This is in violation of the FDA Good Guidance Practices. 
Many of the rcquircments of the CPG ax. extremeiy problematic and deserve a comment. 
period before put into effect. 

1 would like.to request &&the FDA..withdr~ the CPG and reissue it-in d&l fom to 
allow pharmacists, veterinarians and patients to comment on its provisions before it is 
implcmen{ed. 

Sincer@ly, 

Laurie B. Wamack. fharrn.D. 

Cc: M&k McClellan, FDA timrrrissioner 
Cc: Rep. David Scott 
Cc: Senator Sax-by Char&ix+ 
Cc: Senator Zell Milk 
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McCoy, Rph 
11 l?J&brid2;el3five 
El andon, MS 3lYO42 

L P (601) 825-790 1 
hlceoyrehel@ol.com 

4&webeetkifkf&med that theCtnarfor Vetcriq Medicdhas issued a Com@i911~% P*-Guide in 
final form witbout allowing opportunity for comments, which is in violdon of the FDA Good Guidance 

‘practia. Many requirements ofthis CornplianCe Policy Guide ate ~tremely problematic and deserve a 
comment period Wore being put into ef3kt 

%e FDA’s prohibition in tisX%xnplimxx -R&y Guide against compounding will pose extreme p&lems 
in the medical health of our veterinuy patients. It is essential that thepharmacis~ he allowed to 

~-oefftaMtndfor~-~~~fiomb~6ugsubsranccs. 

tf we are prohibited to ~ompmct ~~~&palliative drqs such asp9tassium brxunde many ofour chine 
patiernswill have tmcontronable and potentially deadly seiz.ues. This is a We threateting probkm. For 
some of r&e pets, loved like faxnily, there is no other alternative. 

Therefore, we are asking you ‘to plwe wittuhxw the Compliarrce Policy Guide and reissue it. TV allow 
-phamMm, vetehaaaitm,& gtetkfm to comment on it’sprovisions~re it is i5rpb~W. 

ThanJc you for the urgent reconsiderauon in this matter 

Suuxrely, 

Susan McCoy, Rph 

-cc:. Mark MeCldbn; FDA c-r 
cc; Trent Lou, Sewtar 

-cc:T%adCechra~, Senator 
CC: Chip Pickeri& Repertive 
cc: txP 

8Q 39tld 33 TZ9&6 TO9 TT:zT bBBZ/QT/ZEi 



D;nrid MeCoy, Rph 
11kWaddWge Drive 
Brandon, MS 3’9042 
Phone fti0 1) 825-790 1 
MccoyrebeI~.colu 

Ueii Sirs, 

‘T have been infomled that W Centei i&r Veterinary Mediciue has issued a Compiianct: Policy Guide in 
final form without allowing opporhlnity ku comments, which is in vkUionof the FDA Good Guidarw 

Yractice. Many requhement.tz of this Compkmc Policy Guide are extremely probfcmatic and deserve a 
comment period befox being put into eEect. 

If we are prohibit&i to compound cerrain.@liative &I@ such as potassium bromide many of our c8nine 
-patients wilt have uucmrallable and pote%ti&Ily deadly seizures. Tltis IS il Life keatening probkm. For 
SONC of the pets, loved like &mily, there is no other ahcmative. 

Thenfore, we are asking you to please withdraw the CIxupIiance Policy Guide ;md reissue it to allow 
. -I+WUGS, sw2terin11tia~s, ax4 palient~ to rzfmmmton it’s~siom be.for= it is impkmented. 

Thank you for the urgent reconsideration in this nUEer. 

TX: Mark McCieIlim, NM Cornmissioner 
cc: ‘t-rent LoQ SexlatOr 

-cc: x-had CecIlran; selultor 
cc Chip Pickring, kpresentative 
cc. MY 

90 33Wd h3tlW&#-td ShlkNW 99 IZ9&6uB 51:21 P0BZ/0I/ZB 



Dear sirs, 
I have heen informed that t& Ccnkr for Veterinary JMedicine has i&sued ;L compliadoc Policy Guide in 

Yind form Shout allawing opportuity for c~mmcnts, which is in vioMion of the FDA good Chidanw 
Practice. Many requkmcnts of this Compliance Policy Guide arc extremely problatic and deserve (t 

‘~periad bctbm beixgput inul effect. 

The FDA’S prohibition in this timplian& Policy Guide agunst compounding wtil w extreme pr&lw 
‘in thetnedieal irttdth 0fourvctamarJ patients It is essential that the pimmaciss be allowed to 
compound for non-food producing anun& from bulk drug substancfx 

WW ;ire phiWed 10 compound certain ‘pall&ve drugs W&I as pot~tiuut bnxnide many dour tinine 
patients will haVe uncontrollable and potentially deadly seizures. This is a life threatening problem. For 

wme of the pets, -loved lik %miiy, -there is no other ahemati~e. 

‘I%eretW, WC are asking you to p&ass withdraw the CixnpJnutce Policy Guide and reiss~ it to allow 
f3lwirw5t;veteritlarimA5, and ptdicdto ztmment oxrit’spmvi~~ it is impktnented. 

Thank you for the urgent reconsideration in thts m;mcr. 

-0~: Mark MoCleHan, FDA Commissioner 
cc: Trent Lott, Senator 
zc~Thadc~,stJGtbor 
cc; Chip Pickering, Representative 
‘a: KACP 
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Dear Sirs, 

I have bcu~ inthned that the Center For Veterinary Medicine has issued a cOmp1ianc.e PoIicy Guide in 
dinal fhm witbout- oppmtm&rOr nmmtcnls, which is in viofation of file FDA Goo&Guidaf~c 
Practice. !vQny requirements of this Coxnpliance Policy Guide are exzremely problem&c and We a 

-~nentpeilod~-tingptr(illto~. 

The FDA’s prohibition in this Compliance Policy Guide againm compounding will pose exfreme problems 
in* SRalid ilrddmff~~ts*- It is eerh;tt l& g4tamadm be allowed la 
conpoW for nanhod prwhcing aaimah from bulk drug subsrauc~. 

lf+veampmhi~d tooampotmd~~~~rup;~~aspotassmm broltlide lrmy of OUT CalIine 
patients will have uncontrollabic and potentially dcadty seizures, This is a life thrwentng problem. For 

-mate of the petq-icntzd We fbmily, thcrrisnouchu aitemwve. 

Therefore. we are aslung you to please withdraw lbe Compliance POky hide and z&sue it Lo afbw 

-&hRRRCh; +Q?mkhms, i#zd~ta~c t 09 it?qrwisions bekeitis impiemenred. 

TM you for the urgent reconsideration in this matter 

cc: Mark h4cCteIIm, FDA~G.ommissiamer 
cc; Trem Lott, Senator 
tt: Titsd Ch,ftrtsbor 
cc Chip Pi&erk~ Representative 
cc 4AcP 

ZB 3Wd KMWtlttHd ShLttWW YYTZYE6109 IT. :zz DQBZ/Dt/zO 
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hanie l? Black, Phwm D 
5 -4ooKiL7tm 
Brandon, MS 39047 
Phk@&31) 919-2638 
SPaigebla&@hotmail.com 

Dear sin, 

i have beeit irthnkal that the Center for Vetcnnaty lUdiCt* has issued d Compliance Policy Guics: in 
final form without allokrig opportunity for comments, which 1s in vioiatimt dike FDA Good Guidance 

39aaicc. Many mpircments of this Compliance Policy Guide are extremely problem&c and deserve a 
comment period Wore being put into e&X. 

The FDA’s pmhibition in this~ompiixtce Polky Guide against compounding will pose ex%rcme problems 
in the medical health of our veterimuy patients. It is essential that the phamucisl be aIlowed to 

~fO!IlOR4dprodttci*g~liOT.IlbUfltdTUg~S. 

If we a prohibited to compotmd ceruin.p;rlliative drqs such as.potassium bromide many of our can& 
pdenfs witt have uxuxmtro~hble and potenttally deadly seti-. This is a life threaturng problem. For 
some of the pets, loved like fkmily, there is no other alrenutive. 

32tchxe, we ark+.- yew tqkase tithdmw de Compliance YoIiq Guide and reissue it to allow 
phamlacist, Veterinarisn& sod pati- to comment 09 it’s provisions befoR it w implemeNed. 

T-ha& yen for the ‘kugcni tzconsi&zation in this matter. 



Dear sirs, 

’ 
1 bve tmn infhmerhhat the Center for Veuxinary Medic& has isshed a Compliance ‘Policy Guide in 
final form wahout &wmg oppolrunity for conurtents, which is in viola& c&tie FDA Good Guidance 

39actice: Many rrquircments &his Compliance Policy Guide are extremely pr&bmatic and &cserre a 
comment period before being put into e&a. 

if we are prohibited to compound certain patIiative drugs such as potassium brcanide many of our ctier! 
patints will have uttcontr~iiMe mul potentially dadly seizures.’ This is a life threate~g problean 
some cd the pets, loved like hmily, there is no other abnatwe. 

For 

The~bre, we are asking you to please withdraw the Compiha Policy Guide aiuf reisstie it to MOW 
gkamwcist, Nz4eri~, and patients to izwmwnton it% provisions More it-is implefnented. 

Thank you for the urgent reconsideration in this matter. 

Chris Cay, Rph 

CC Mark Mccwlan, FDA Cornmissioner 
cc: Treflt Len. senator 
cc: Dud Q&ran, Senator 
cc: Chip Pickering. Rqxesentative 

“cr: 3ACP 

81 33Vd 99TZ956TQ9 TT:ZT bQQZ,‘QI/ZQ 



Ro c Bagbd); Rph 
1 or River Oiilcs Drive 
Fiowood, MS 39232 
Phone~(aOl) 93W4-44 
Fax (601) 936-2166 

-m.colll 

Febnmy 5,2004 

Dear Sirs, 

1, have beml itI&med tbate cemeT2bT veteriw iktkxiicine has issued 3 Cotnp¶ian& Policy t.jlf& in 
fin@ form without allowing qpportuuity for comments, whichis in.Jialation.ofthe FDA Good Guidance 
T%aaicc. Many fcquiment6 of this Comphance Policy Guide are extremely problematic W de%h?e a 
comnlent period bcfoce being put into ticct, 

-‘Be PDA’s. pro&&ion in this4Zoukpiian~Poky Guide against compoun&ng wiU pose extrew problems 
in the medical hcahb ofour vecerinruy patknts. It is essential that kphannucist bc allaved to 

-sompwnd fWnol%-f~p~~m buk drug subs-=. 

tf WC act prohibited tn CompMLnd oertain palliative drug such as. potissiurn bron&k many of our car& 
patints will he unconlrdabk and poteatially deadly seimd This is a life thftening p*!em. For 
601nc of&c pets, Iovtxi 1ik-c fkmily, there is no other akemative. 

Thereforo, we are asking you to please withdraw the Comphance Policy Guide and reiss~ it to allow 
.jdlamat,.w, and pat.ien~to0 on- it’sprovisions-bcforeit Sb’irnpkxnented. 

TlEuIk YOU fOf the urgent reCons1deratian in this matter. 

cc: Ma&%I~XfeIlan, FDA ~ommissioncr 
cc: Tnnt Lott, Senator 
-cc: 7luldcochlar~ senator 
cc: Ckup PicUrt& Ftepresenlativc 
cc: IACP 



0. RANDALL BRYANT, JR. 

Dr. Srephcu Sundlof. RW. 
Center for Vcttzirury Medic.& 
U.S. Food and Drug Adni&t&oa @W--l)- 
7500 suodish Place 
RtJckde. MR zos>s 

l-lx U.S. Food and Drug Admiarsuotiop @DA) Cauw for Vepuinary -Medic& (CVM) recently issue& h 
Comphcc Policy Guidclinc (CPG) on compounding for animals that disallow alI compouuding form bulk 
pharmaccuucpl iq@ia~tx+ a Naudaxd. that is mu& .- rprtrirrmc. &at -FDIIs- policies- i$cmu&& 
co- for human padents 

CVM issued. ?his .Cb .POliq~ .a- (CPQ ia .&I& form -withour -allowing oppoztn+$oh 
comrnt.nts, in violation of FDA Good Guidaacr Practices. Many requircmans of this OG arc cxtmmely 
probbma~anddueLvt rcummaupetiodbd4ccbuegpurinreclfht~ 

FDA’s prohibition in this U?G ngainsc compoundine. froa~ bulk- acrive. pU- is exwesae+. 
problemndc. It is sssakl that phvmacists be sllowcd to compound for non-food produriug animals from 
bulk drug substances. Every day in our @in.nscy* WC hclp.enkh acciv~viml CML thy aced% 
iudivi- doses nad dosage forms to suit their size and specks Because mnnuktutcn rarely take the 
the Ma e;rrp-c.to.m?k.- rtpppde9i2Luld f.tfea@s avadeble fw tbt bundnds i2.f difhmt 
species, many animals, including pets and zoo animals. would not receive rpptoptiate medical attention. Our 
society enjoys the corn* of anhd&adtaEEnr;ur.thun-of rridida-’ Is a-aiqpz 

I am ~skiog FD4 to wirbdraw the CPG and reissue it in &aft fomr to allow for phumadsts, veWims, nod 
animal owncre to co mment cuds pzovhioabefoait.~ 

Phybician Liaison 
The Apothecary 

v \ 

cc: Mm& McCkllan, FDA Commissioner 
cc: scaator J0lsWarne-r 
cc: Senator George Allen 
cc: Represeatatwt Bob Goodlane -- 
cc: brernmrional kadany of Compom Pbanukvts 



March 4,2004 

Dr. Stephen Sundlof, Director 
Center for Vet&q Medisiq 
U.S. Food and Drug Administra&m (HFV-1) 
7500 Standish Place- 
Rockville, MD 20855 

Dear Dr. Sundhjf 

The CMV issued a Compliance Policy Guide (CPG) in-fd f&m without feedback: The-CP&~ 
content needs comments and feedback prior to the CPG being put into effect. The most 
disturbing requirementin %be CPG prohibits compounding f&m &lk drug substance. The 
veterinarians in this countty have a huge need for compounded medications. Pharmacists 
should be allowed to compound-from bulk drug substances. 

Please withdraw the CPG and listen to the veterinarians and pharmacists. 

Sincerely, 

Vice President 

CC’ Mark McClellan, FDA Commissioner 
Senator Dianne Feinstein @-C&j 
Senator Barbara Boxer (D-CA) 
Representative W~EZUII Thomas (R-CA n”L)-, 
International Academy of Catnpauudi~# Phaanacistts 



WIIIUiL I-WIIIN 

March 1,2004 

Dr. Stephen Sundlef, Diwtcu, 
Center for Veterinary Medicine 
U.S. Food and Drug Administration(HFV4&, 
7500 Standish Place 
Roekville. M l3 ‘20855. 

Dear Dr. Sundbf: 

TheCMV issued a Compliance Policy Guide(CPG) in.fhaLfom without feedback. The CPG 
content needs comments and feedback prior to the CPG being put into effect. The most 
disturbing requirement % I -k-CPG prohibits compounding from bo4k drug substance.. The 
veterinarians in this country have a huge need for compounded medications. Pharmacists 
should be al lowed to compound Tom bulk drug subs-\, 

Please withdraw the CPG and iistento the veterinarians and- Pha=qs. 
I 

Sincerely,. 

Bill Redman 
Vice President of Marketing and Sales 

cc: Mark M~Clellart;FDA Co rllrdky 
Senator Dianne Feinstein (D-CA) 
Senator Barbara Boxer (=A)- 
Representative W illiam Thornas@KA 22!!!), 
International Academy of Compounding Pharrinacists 



February 24,2004 

Dr. Stephen SundlOfj Directoq 
Center for Veterinary Medicine 
U.S. Food and Drug. Administration (HFV-1). 
7500 Standish Place 
Rockville, MD 20855. 

Dear Dr. Sundlpf: 

The recent Compliance Pohcy Gtideissued by the&r&r for Vettinsry&diciq, 
regarding the use of bulk compounds for non-food animal compounding will be very 
problematic. With the continued-exodus of major mant&tcturers t5mrrthe-v~. 
market, this restriction will make the delivery of humane care to animals by veterinarians 
and pharmacists very diffitiurt. If also seems the issuance of thisPolicy Guide without 
public comment is &dimctconflictwith the FDA Good Guidance Practices. Please 
withdraw this Policy Guide and allow for public comment. The public and those caring 
for animals deserve-the chauec to express their concerns andprovidesome rational. 
thought on the subject-. 

Z;..& 
Bob Campb 1, Pharmac 

cc: Mark McClellan FDA Commissioner 
Senator DianneFeinsteiu@) 
Senator Barbara Boxer (D-CA) 
Representative WiMim Thomas (R-CA 22”J).~ 
International Academy of Compounding Pharmacists 

1315 BOUGHTON D~WE - POST OFFICE Box BO538 - BAKERSWELD. CAUFORNIA 93380-0538 l (eel) 399.8886 l (661) x37-7140 FAIL 
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Dr. Srephnt F. !hndi& Dimtor 
ccnaaRnvaeriDmyMofliciflc 
U.S. Food and Drug Mminimm (HRr-1) 
7Mostdish 

R”k RaMllc, MD 208 5 

Roxmoc R Fclch, R F’h. 
CompwadtPs- 
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FROM : 

March I6,2C@4 

FBX NO. : Mar. 16 2004 03:28PM Pl 

DEGARMO’S COMPOUNDING PHARMACY 
1907 HARRISON~AVE~UE- IrT.W . 

OLYMPl,&WA 98502 
PHONE: (360) 709-9999 ’ 

E-MAIL: nmk&&i&omoast.+, 
FAX# (360) 705-2869 

web!sitlx wwwm--- 

Dr. Stephen FSundlof, Director 
Center for Veterinary Medie&., 
U.S. Food and Drug Administration (HFV-1) 
7500 Standish Place. 
Rockville, MD 20855 

Dear Dr. Sundlofi 

1 am a compounding-pkarmrrtist-w8a-is om_y: c onceru&with-tbegrtidelines issued 
by tbe CVM. It does not allow the opportunity for us pharmacists to comment 
which is in violation ofFDA GoodG~idtmeePr&&ees.-Many requirements of this 
CPG arc very prohlematfc and a comment period should be done before puttinctbis 
into place. 

FDA% prohibition-in this CPG ag&st-trampomtbirtgfiour b&k: aa tive 
pharmrcenticals Is extremely Problematic. It is essential that pharmacists be 
*Ilowed to lrnlnpoun& for l l4Mlad predtteing ~nWktmtk drug substances. 

I nm asking the FDA tewithdraw the CPG &reBssteff indraft formte allow for’ 
pharmacists, veterinarians, and prtfents to comment on its provisions before it is 
implemented,. 

Rkhard DeGarmo R.Ph. 

Cc: Mark McC:lellnn,-FDA C-r 
Cc: Senator Patty Murray 
Cc: Senator Maria Cantwe~ 
Cc: Congressman Brian Baird 
Cc: IACP 



DON’S 
C.HARMACY 

501 Ralston St. 
Reno, NV 89503 

(775) 329-I 775 
800-525-9119 

FAX (775) 329-6716 

March2Q 2004 

Dr. Stephenf. Sundtof, Directur 
Center for Veterinary Medicine 
U.S. Food and Drug Administration (HFV-1) 
7500 Standish Place 
Rockville, MD 20855 

Re: FDA Vet CPG Response 

Dear Dr. Sundlof: 

I am writing to express my concern for the Compliance Policy Guide 
(CPG). CVM issued this CPG in final form without allowing opportunity 
for comments, in violation of FDA Good Guidance Practices. Many 
requirements-of the is -CPG are- extreme&problematic and deserve a 
comment period before being put into effect. 

FDA’s prohibition in this CPG against compounding from bulk active 
pharmaceuticals is extremelv protiiematic. It is essential that 
pharmacists be allowed to compound for non-food producing animals 
from bulk drug substances. 

I am asking the FDA to withdraw the CPG and reissue it in draft form to 
allow for pharma&s,~veterinarians, and-patients to comment on its 
provisions before it is implemented. 

Sincerely, I‘ r: 

David A. Vasenden, RPh 
(775)329-2000/(775)3296716 fax 
david@?donspharmacv.com 

cc: Mark McClellan, FDA Commissioner 
Senator Harry Reid 
Senator m Ensign 
Representative James Gibbons 
IACF 

uapuase~ p:fiea dg+:zo +o 91 4e1.1 



Dr. Stephen Sundlof, Director 
Center for Veterinary Medicine 
U.S. Food and Drug Administration (HFV>l)- 
7500 Standish Place 
Roclcville, MD 20855 

Dr. Stephen SundlolC1, 

I am writing in response to the Center- for Veterinary -Medicinels issue+ 
Compliance Policy Guide without allowing an opportunity for comments. There are 
many requirements of the CPG that need to-be further addressed; 

The FDA’s ban on compounding from bulk active pharmaceuticals for non-food producing 
animals may lead to a major veterinary emergency. Since many pharmaceutical companies are ’ 
discontinuing a wide range of medications, it is leaving a great void to fill for the veterinarian in order to. 
care for their patients. Without a compounding pharmacist, many animals will be unable to be treated. 
This may lead to manyanimals to beinadequatolytreated loading to prolonged-disease, pain, and., 
unnecessary suffering. We compound for humans using bulk drug substances and see great results that 
can’t be met e&where due ta- Iarge~pharmaceutical comp&es not seeing a huge profit-margin in the 
medications or phasing out their older drugs. 

I respectfully ask the FDA to withdraw -theCPG an& reissue it in draft form to allow for 
pharmacists , vets, and patients to comment on its provisions .before. it is implemented. 

Bart Tipton RPh 

Optima1 Compounding Pharmacy 
2000 Truxtun Ave. 
Bakersfield, Ca 93301 
(661) 716-2673 

cc: Mark McClellan, FDA Commissioner; cc:- BianneF&nstem- Serr; cc:%arbara Boxer 
Sen.; cc: BiIl Thomas Rep.; cc: IACP. 



Stephen F. Sundlof, Director 

~fopVetu&uy~ 
U.S. FoodandDNgAdministration m-1) 
7500 staridi&Race 
Rockville, IvlD 2CW5 

December 3,2003 

I am an employee of a pharmacy that compounds presQiptions for animals. I want to comment on the recent revision to 
‘rhel.IhpbwPolicyG7Iide7125.#;~~.~,ihatwas ir&xtcd~*~A~fmter* %+kkrinafyMedicine. I believe 

this directive will have many negative rtzpercussions for animal patients, clients, and vetexiuariaus~ 
‘BntdrrilV~~~mteact-~~whetawretthaiik-ltseneweo~- Thatserviceis~g 

their pet’s medication into the appropriate dose for the animal’s size and into a form the animal will readily take- Not only do we 
preparecapsujesto~the~dmeedsof~*~ comprmnd-ii~;chewabl-ns,andanda.I 
gels. In most cases we would probably bc unable to provide a usable pmduct, if we have to crush tablets to obtain the active 

‘~-Theusc~bulk~~~ikey~e~~~pa~~yeleeantpoaucttbat 
cm be administered to the animal hy 8 family member. 

Yiladdibontof 1 ~~~ionsi~~;~~.~,~ggood;c~and~~shaveto 
consida the fmaucial impact of medicating animals. Compounding from commekally available produck would advexseky change 

“lhe ema basis for almost all prezz@ks. lvlal.ypeopicale&e.ady‘ tfrthe~~pm~d treameut forth& 
pets. If the price of their pet’s medication soars, I am afraid people will have to reconsider purchasing their pet’s pxscriptions, 
especially maintenance drugs. 

‘rmeehnence, and cisaplideror laegkkm.%f 5rxdhc~ps-in f&2 -of ule-aforement cc¶ditions. 
Quality oflife is important for humans and animals alike. By removing the ability of pharmacists and veterinarians to 

~~p~~~~~FDAmttltl)lbeoatlvast~~anhn;ils-toa-~~life anda-more 
difficult adstcnce. It wiII put stress on families who love their pets but will find tbcmsclvcs in the position of not being able to 

~~~-~~~~~~~p~~~~pE~ven~~-forrm~ 
families, they may have to make the decision to put their pets “to sleep,” 8 they cannot afford the compounded medications 
ncoessary to maintaiu health 

Carol Lee Freedman 
cc! seerrtor JoscphBiden 

z 

tor Thomas Carper 
.Idicbael Castle 

h&k McCiekm, MD, PbD, FDA Commissior~~ 
TPSZP 

uewpaa~j urnle3 dco:Ir EO EO -a 



Professional Arts Pharmacy 
Prescription Compounding Specialist 

Eric Vidrine, P.D. F.A.C.A. Man&e Romero, P.D. 
Germaine Robinson, R.Ph David Mayer, P.D. 

Kevin LaGrange, R.Ph Lynn Da&y, P.D. 

November 26, 2003 

Subject: Veterinary Pharmaceutical Compounding 

Dear Senator or Representative: 

The Center for veterinary medicine, U.S. FDA has issued a Compliance Policy 
Guide which threatens the pharmacists ability to formulate many medications for 
veterinary patients (pets). 

CVM issued this CPG in final form without allowing opportunity for comments, in 
violation of FDA Good Guidance Practices. Many requirements of the CPG are 
extremely problematic and deserve a comment period before being put into 
effect. 

FDA’s prohibition in this CPG against compounding from bulk active 
pharmaceuticals is extremely problematic. It is essential that pharmacists be 
allowed to compound for non-food producing animals from bulk drug substances. 

Please withdraw the CPG and reissue it in draft form to allow for pharmacists, 
veterinarians, and owners of pets who need alternative treatment options to 
comment on its provisions before it is implemented. 

Respectfully, 

Professional Arts Pharmacy 
620 Guilbeau Rd., Ste. A 
Lafayette, LA 70506 
Ph 337-991-0101 
Fax 337-991-9844 
cc: Mark McClellan, M.D. Ph.D. FDA Commissioner at 301-443-3100 
cc ~A~;P at 2&*W.. 

cc:Representative Chris John 
cc:Representative Billy Tauzin 
cc:Representative David Vitter 

cc: Senator John Breaux 
cc: Senator Mary Landrieu 

cc:Representative Richard Baker 

620 Guilbeau Rd., Ste. A * Lafayette, LA 70506 . Ph. 337-991-0101 l-888-237-4737 . Fx. 337-991-0151 

Customized Dosing * Transdermal Gels * Natural Hormone Replacement * Discontinued Formulations * Pain Management Medications 
Preservative-Free Medications - Sustained Release Capsules * Urological Medications * Dermatological Specialties 

Flavor Specialization * Custom Nebulization Solutions * Medicated Lollipops * Dental Preparations * Veterinary Specialties 



Wednesday, November 12,2003 

Dr. Stephen Sundlof, Director 
Center for Vetertnay, Medicine 
U.S. Food and Drug Administrafion (HFV-I) 
7500 Standlsh PIace 
Rockvllle, MD 20855 

Dear Dr. Sundlof. 

This letter is- in reference to the meetly. issued Compliance Policy. Guide (CPO). 
regarding compounding medications for anlmsls. It is my belief lhls guideline thraabn8 the 
ability for my pharmacy to- compound me&e&ions for-my veterinary ~&WI/S. 

My main concerns are stated below for this CPG: 

--+. Issued-in.ikfia8l.fwmwithortt oppadtity for comments, v&WIs.ln dlFect\ 
violation of FDA .&xxi Wdance Practices. 

I 

-+ Prohibits us from using bulk active pharmaceutlceis to compound 
medications for non-food produGing -mlmalS. As D result, OUT non-food. 
producing patlents will suffer. : 
Exa les: 

“9 l hree orangutans at locai zoo would have died from a bacterial 
lnfectlon since they only accept medlcetlon mixed into a grape jelly\ base. 
The- 8ntlblotic preecFibed Is not commercially available In this form. 
l Dosages of commercially avallable preecriptione are Inappropriafe, ie. 
usa d tirmcicam.for Wthrtuc cf&xa5& ‘\ 

The requirements of this CPG are extremely problematic and deserve a comment 
period before being put into effect. -Pteese withdrew this CPG andrsteaue It tn draft farm.to ;, 
altow pharmacists, veterinarians and petlent caretakers to comment on Its provlslons before It is 
Implemented. 

cc: Mark McClellan, FDA Commlssloner r/ 
Sam Brownback, Kansas.Senator I 
Jim Ryan, Kansas Representatlve 
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Dr. Stephen Sundlo$ Director . ~ I . ,\,, r -,: . ;:r” ,. ,,; 
Center for ,Veterhiary I&,$cine 

. ,’ ‘,‘.-.z .,I ., .,_1 , _” .:.:::: 
U.S. Food and Drug Administration (Hi?V-1) , 1 , 

.‘.b” \i’.~‘,; ;I :_A, I&,(” 
7500 St&dish Place 

1:,, ,j.,( lChli 5 : “. (3 ‘:’ i.:. 
Ro&ville, Md ?!a855 

L ‘i”,:;.& :;::- ;;I ,‘,K .:1 ,:, .: _ ..A ; .y. ‘: ,;,:$ :’ Y , :; -,‘, 1. / y; h- .~, ,,, 
The CXMhas recently issued a Compliance PoI.$y Guide on ~ompounding’for anjmals that 1 
threatens the ability ofpharmacists to continue compounding medications for veterinary p&&SC 

i “i ’ $ 
_. ,’ ’ ‘,,, 

This C% iiras issued without allowing ari oppoXtunity for comments, which is in violation ofFDA : 1: ‘. 
Gobd Guidance Practices. Many requirements of this CPG are problematic~~d deserve a 
coxnmeni period before being put into &Sect. 

‘( , ii ii.:-: 
6 i 1 A’/ 

_, ;‘. : ‘: 

The FDA’S prohibition in this CPG ag&rst compounding ii;o;m b& active p~~&als is 
,.‘:. .’ .‘.: . ;. ,” 1 4;“~ty‘,r‘, , 

extr’emely problematic. It is essential that pharmacists beall~~ed to compd&l for veter&ry i 
:+$c$,’ 
A::... ., .,-y, qt’:! 

pstients from bulk drug substances. 
. : _, 6 :p,: , .‘; i:ti:f$-, i,&‘&+f” L . . Ii.,’ : , ,, ̂  ,‘“.:-.,~.” :..i. . . .. ,*/ L, 

Kakhem International is requesting the FDA to withdraw the CPG and reissue it in draft form to , 
dOW for pharnmcisfs, Veti*inarians, and patients to comment on its pro&o& before it’ is 
implemented. 

K&hem International, Inc. 
224 S. Main Street,, Suite B 
Lindsay, Oklahoma 73052 
(405)736-8033 Fax-(405)?56-2373 

cc:Mark McClellan,F~A Commissioner Jti~I*ok *_ ‘. .‘, : ‘ 

Tom Cole : ,, fi&Vf&@ ’ ,-. ;.’ ~ 

.  .  
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WWW.EDSPHARMACY.COM- 

Dr. Stephen Sundlof,Diiector 
U.S. Food and Drug, Administration (HRrll) 
7500 Standish Place 
Rockville,MD 20855 

1 am concerned with many of the.reqt$rements of the Comphance Policy tids. Ihe g&i!&& 
of compounding from bulk pharmaceuticals for non-food producing animals is extremely Problematic 
for myseif,vekkuks,and patienk Some examples of bulk compounds in&de, Potaknn Bnnnide 
for dogs with epilepsy, Phenylbutasone for inflammation in dogs, and Metronidazok Benzo~~c h many 
types of infections in dogs and cats. Please withdraw the CompliauceEolicy Guide aad r&suc~it in draft 
form to allow comments from vtttriku-kns, patilnts, and pharmacists. 

cc: Mark McClellan,FDA Commis ’ 
cc: Sen. Kay Bailey Hutch&n Tr 

cc: 1 
? 

CP 
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Dr. Stephen Sundlof 
Director Center for Veterinary Medic& 
U.S. Food and Dmg Administ&on (HFV-1) 
7500 Standish Place 
Rockville, MD 20859 

Dr. Sundlof, 

I am vay concerned with recent devebprnew.rtgading.pa CFG.fbr.vcter+nay~ 
prescription compounding. This guide your administration has developed will do harm to I 
many people it1~01~ed ach.WV&tinariansi pha~acist~, and+spe&aIfy OUT patic~s. 
The following are concerns 1 hove with the guidance. 

1. CVM issued this Compliance Policy Gruide (CPG) in final form without allowing 
oppw%mity for comme&jn. vi&tiorr.rrf.FDAr Goa& G4&ince W&W: h#~+-. 
requirements of this CPG are extremely problematic and deserve a comment 
period .before b&r@ putt- in&effect; 

2. FDA’s prohibition in this CPG against compounding from bulk *active 
pharmacwticals is extremelv Drqblemutic. It is essential that pharmacists be. 
allowed to compound for m-food pmJucing.aaimats.from.bulk. &g substances:. 
1 can cit.c many examples of situations in which the compounding of prescriptions * 
from bulk dntg- suti~s #ix r;ars; do&w, itne 6th~ pets- fitwtundoubtediy 
improved the animal’s quality aflil& as wellas the OWF&S. .: 

In closing, 1 am asking the FDA to withdmw the CPG and reissue it in draft form lo allow 
for pharmacists,.~et~~~rtedp&&tB to-eommet&~~itspmvisions he&! it is 
implemented. 

677-2300 677-2300 fax (325) 6774800 fax (325) 6774800 

cc: Mark .McClelIan, FDA C~c~n~~ 
cc: Senator John Comyn (R-TX) 
cc: Represerttutive CharJti ~Stenbohn.@-TX L?“L., 
cc: International Academy of Compounding Pharmacists 



Dr. Stephen Sundlof 
Director Center for Veterinary Medicine 
U.S.. Food and Drug Administration fHFV-1.) 
‘75QO Standish Place 
Rockville, MD 20855 

Dr. Sundlof, 

I am very Mncemed withrecent devetopmcnts rcgwding.,~.CPG for veterinary 
prescription compounding. This guide your administration has developed will do l&u-m to ’ 
many people involved such.= veterinarians, ph;rrmacis& and: ~ia+our paf&nrs; 
The following are concerns I have with the guidance. 

1. CVM issued this Compliance Policy Guide (Cl%) in final form without allowing 
opportunity for comets, in ridatio,n of ED&.&od.&r.idarrce.Practices. Many ! 
requirements of this CPG are extremely problematic and deserve a comment 
period before-being-put-ift~o,effitd: 

2. FDA’s prohibition in this CPG against compounding from bulk active ’ 
phnrmaceuticak is extremcfvpnbi+m;rtic Itisessential that pharmacists be 
allowed to compound for non-f& producinga&&&ombuikdrug subsfance~, 
1 can cite many exarnplcs of situations in which the compounding of prescriptions 
from bulk dntg:suWances-f&cats, ckags,-an&o&r p&ih%ve undoubtedl’y -- 
improved the animd’s qurtlity &fife us- we&a.tia~&s.’ 

In closing, I am asking the FDA to withdraw the CPG and reissue it in draft form to allow 
for pharmacists,- veterie aad.prrticnts~W:a &pOvisWrrs-befOrC iI is ~ 
implemented. A 

Pharmacist 
James M~Coy’s hg Sto+z 
839 Judge Ely Blvd. 
Abiiene, TX.7 

990 
1 

(325) 677-2300 fax (325) 677-6800 

cc: Mark McCldlan, FRA Commissiw 
cc: Senator John Comyn (R-TX) ’ 
cc: Representative Charles stenlbetm(4LTX. 1 ?“k. 
cc: h&rnational Academy of Compoundmg Pharmacists 



FROM : The Med 1 c Ine Shoppe #531 FFIX Nu. :7E14 984 6513 Now. 07 2003 04: 35PM P4 

Stan Leepett,:R.l?h. 
956 North First Street, Albemarlc, NC 28001 1 

Phone f7Q4) 983.~6-L%-* Eax (7tM).!BMi%+ 

Novcmbcr ST2003 

Dear IIt. SundloE 

1 am writing.you.out of concern reggtrdingthe recent issuance of a compliance Policy 
Guide which wag put ,into c&ct without allowing comment, which 1 understand, is in ’ 
difcct violation ofthe ~DAYs Gmxtfki&mce Y~Marry.~of.ti&.clPQtie~, 
commtmt as they have serious ckmsequenccs.. 

My main area of wnccrn is the inability to compound prescriptions for non-food 
producing.animals from bulkdrug.uubstances; Many timt?r there arc no other SQurces fur. 
these pharmaceutictrls DR commercially prepared forms arc nonexistent and must IX 
compoundcd~ 

Please reconsider withdrawing the CPG and instead reissue it in d&k fCnm.ta all w 
veterinarian pharmacists and patient owners to comment on-its provisions. 1 

Sinccrcly, 

Stan Leg cII 
f Registere Pharmacist 

cc: 
Clark McClcIfan, I-IIA Commissioner 
Qcnator Elizabeth kk-~, 
Senator John Edwards 
Representative Robin Hayes 

What A Phanwcy Was Meant To BE” 



FROM :The Medlclne Shoppe 631 FQX NO. :704 984 6513 Nov. 07 2003 04: 34PM P2 

Stan Lcwtti ItPh-. 
9.56 North First Streer, Albcmarle, NC 28001 

Phnne.W4) 983&l-7&i Fsi W-4-j 984-651-3 

November 5.2003 

Dew Dr.. Sund1o.C 

1 am writing you out of concern regarding the recent issuance of a Compliance Policy 
Guide which was put into.eBTect. with~utaLlowiagcomme~~~v&ich.~und~.isi~~. 
direct violation of Ihe FDA’s Good Guidance Practices. Many areas ol’this CPG deserve 
comment as they have .serio~~consqucr- 

My. main qrca of concern is the in&hty to compoun&presezip&mptions ,Ibr non-food 
producing animals from bulk drug substances. Many times there am no other sources for 
these pharmaceuticals as commercially prepared #$rms we nonexistent and must bc. 
compounded. 

Please reconsider w-ithdmwiwthc CYG end instead rcissuc it in drafi form to allow 
veterinarian pharmacists and patient owners to comment on its provisions. 

Sinccrcly, 

Lisa Kiker 
,Rcgistcrcd Pharmacist 

cc: 
Mark McClellan~FDh Commiss’ r 
Senator Eli&et h Dole “I” 

Senator John Ed.wardr 
Representative Robin Hayes 

Wfiat A ~Pharnurcy .Was Meant To Eie”? 
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Stan Leggett, R.Ph. 
956 North First Street, Albemarlc, NC 28001’ 

Phone C?Q4) ss-34%~;-Fsix- (-%34+*&~3 

November 5.2003 

I am writing ybu nut ~~1:concern regarding-the recent issuance of a Compliance Polity., 
Guide which wag put into eflect without allowing comment. which I understand, is in ’ 
dim2 viol~ticm.of.thc FDATs tiaad..Guidance km;tic~~a&Yarcas Of this -G tbSemc., 
comment as they have serious consequences. 

My main area orconcern is the inability to compound prescriptions for non-food 
producing animals from bulk,drtlg gubstances..Many tti+here are no-other sources for _ 
these phnrmaceuticals as commercially prepared forms arc noncxistcnt and must be 
coqn~~m ed. 

P 
Please reeonsidm withdrawing theCYG and instead reissue it in draR form to altllow. 
veterinarian pharmacists and patient owners to comment on its provisions. 

Sincerely, 

Charles J ngram 
Registered Pharmacist. 

CC: 
Mark McCJeJIan, FDA CornmisSi cr 
Senator T37flbetl1 Dale 9 

Senator John Edwards ~ 
Represcntativc Robin Hayes 



NOV LU U.3 UJ:14p P-2 

s I have a “wail of pictures” of animals from dogs; -cats.- birds. -guinea pigs, tortoises, etc that -the 
animal’s owners have brought me in appreciation of the medications that I made from their 
animals that would otherwise be unavailable to them according to this CPG. With bulk chemicals, 
available. 1 can prepare these products in the correct dose, the best dosage form, and 
appropriately-flavored for-the- tarset~animal. The compounding pharmacist is the best equipped. 
and education professional to prepare these medications 

Plese reconsider openning the GPG to-a public comment-period for further-consideratiqn. 

Fair Oaks Pharmacy 
105 I Grand Ave 
Arroyo Grande. Ca 93420. ~ 
805-489-4235 

cc FDA Commissioner Mark McCieUag 
The Honorable Dianne Feinstein 
The -Honorable-Barba+* E%exer. 
The Honorable Lois Capps 
IACP 



Dr. Stephen F. Sundbf, Director 
Center for Veterinary Medicine 
U.S. Food and Drug Administration (NFV-I) 
~SOO Standish Place 
RockviUe, MD 2OtH5 

Dear Dr. Sunrflof, 
I am ,very concerned about the Compliance Policy Guide concerning c~rnpoun~ usiig bc&d.mg~ , 

substances. 

CVM issued this Co~lience-Polity-GuiOe-(CP~) in fiti! f&n without&owing oppormnefor 
comments, in violation of FDA Good Guidance Practices. Many requirements of this CPG are extremely 
problematic and deserve a comment period before being put -into effect 

FDA’s prohibition in this.CPG against compoundi from bulkactivepharmacentic& is 
extremelv oroblem& It is essential that pharmacists be allowed to compound for rron-food producing ’ 
anhnals from bulk drug substances. One example thatiilustrates this problem is potas&n bromide for 
seizure disorder in dogs. Potassium bromide is available only as a bulk drug . Our local veterinarians have 1 
,pre%ribed potassium bromide for a number of dogs when other drugs have failed to srop seizures and the 
setcure disorder in thesedogs isno~controhext. One veterinarian has her own dog on the potassium 
bromide. 

P.lease. withdraw-theCPG and-reissue it in draft form toallow forpharmacist, vet&narians, and 
patients to comment on its provisions before it is implemented. 

Charles F. Smith R.-Ph. 

CC: hWk McClellan, FDA Commissioner 
cc. Senator Ernest HoHings 
cc. Senator Lindsey Graham 
cc. Representative John Gpratt 
cc IACP 



LWGETT COMPOWDMG PHARMACY 
1053 HlFHWAY # 1, PATTERSON PLAZA, PO BOX236.. LUGOFF, SC 2907% 

TELEPHONE AN;D FAX 803-433-8234 
YOUR.tIOMh ~OWN~E~~L~HAND WEl&YESS 

-TR 

Dr. Stephen F Sundlof, Director 
Center for Veterinary Medicin+, 
U.S. Food and Drug Administrarion (WV-l) 
75OOSrandish PI e 

% Rockville. MD 20 55 

Dear Dr. S lof, 

t am vexy ccmccmed about the t%npktttce P&y Guide.uurcerning-cannpounding using bulk drug ,, 
substances. 

CVM issued this Compliance-Policy- Guide (CPG) h.fmtfom Whout.atlowing opportunity for 
co~ents, h violation of FDA Good Guidance Practices. Many requirements of thk CPG are extremely - 
problematic and deserve a comment pcrtod before&&g put-into e&ct. 

FDA’s prohibition in this CPG against compounding from bulk active phtxmaceuticals is 
ex~emely.Problema.. It-is essentia~lhat-eharn\acists-~dloweh~~ compoand.f~r. non-food produci& \ 
enimals from bulk drug substances. Many drugs used to compound For non-food producing animals, such as 
phenylpropanolamine, dierhylstilbestrol,.&apridc, pomssium bromide; and others an.-availabIe rmly 89 buk,. 
drug substances. 

Please withdraw th&PG and reissue it in drawl form-to allow for pl~macists; vetarmarians, and-, 
patients to comment on its provisions before it is implemented. 

cc. Mark McClellan, FDA Commissioner 
EC. Senator Ernest tfolhngg.. 
cc. Senator Lindsey Graham 
cc. Representative-John-SpFm- 
cc. IACP 
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Y 

Dr. Stephen S&j DilWt5D 
Center for Veterinary Medicine 
U.S. Food ar&Drtrg-Administratrorr~WV-~~ 
7500 Standish Place 
Rockville, MD ZOEY 

Dear Dr. Sundlof: 

I am writ+en:.behalf of MW.Ph ix.nmcy~thepatantswe.~e~~ 
CVM’s issuing of the Compliance Policy Guide (CPG) in its final form without . 
allowing-opportrmifyfbrcwm- Issuirtgtltis CFG-h-fiiiat-f&m without commeftt: 
is in violation of the FDA Good Guidance Practices. Many requirements of this CPG ’ 
are extremely proWmatic anddeserve a comment period’before being put into effecc~ 

FDA’s prohibition in this CPG against compounding from bulk active pharmaceuticals 
is extremely nroi&m&. and will res& in a- lack of access tW r&icnts/owners .ts. \ 
currentlv-orescribed medicinal formulations. It is essential that pharmacists be _ 
aNtiwed to~compo~&f# non-food pruduc&asirafs-frumbullc drug substance 

I am en&sing-zf hstofParrd e owners that are conceme& 
that their pet may not be able to receive medically necessary medications, as a result - 
of this issuance. These veterinarians and-caregivers are concerned that their pets WiE 
no longer. be able to receivemrnirntinns that auz sp&alLy compounded to ensure 
adequate drug delivery, such as transdennal medications dosed through the pet’s &u 
andmedicatibnsiheorpmatedirdoehe~bJe~:eets, 

;. 
E- 

pharmacists, veterinarians, and patients to comment on its provisions before it is ‘. 
implemented: 

. 
-. Sincerery, 
5 

Bonnie Sadler. 
(3 19) 404-l 348 

I bonnie@nus~ 

1 I , Co1 pomte OWe 1150 Fifth Srreel, 912. 140 209 Fxr Dn Marnan 
1002 Sixth Street, Dar 275 

‘1770 N MoPx Ex~rrsswy 
surly lo* 

Nrvarh. IA 50201 
CityC.entpr. Cur&ilk IA-52141 win* ih~s&?Ut- 

Au&l. TX 7873 I Phone: 3 19-,454-f*fJ[~f% Phone 319-236-8891 
Vhow: 515-XiZ-524V Phone: 51 Z-4.54-9923 FAX: 11%354-6050 

FAX- s 15-XL?-bf302 
FAX: 519-236-9665 

FAX; HZ=&+9666 



” -., I..-.e-..----- 

c c : Mark McClellan, M.D., Ph.D., FDA Commissioner 
Representative Nude -4 

4 Representative Leach - IA 
Representative Latham - IA., 
Representative BoswelI - IA 
Senator Hark- IA-- 
Senator Grass ley  - IA 
Senator Comyn - TX- 
Senator Hutchison - TX 
Represent&e Smith--T-x, 
Representative Doggett - TX 
IACP 
Dr. Michael Chaddock, Direc tat AVMA!s.Go\r ~&&&s&f&~: 



I support tbe practice of compounding from bulk drug substances for animals. 
The use of bulk substances ism.fer- bumaw ee pertkFBA; Some 

medications for animal use are only available as bulk chemicals. Eliminating the use of 
bulk ebrmic&rviXl&ixt-q abiiityto-pnn+dnppnpriste treatment options. : 

Yaw signature will be fomardcd tatbe I?FIAti ., 
the AWlA (American Vet Medical Associationb ’ 



1 support the-practice of eomp.oundiifroxuhu& drug suWancestia&maJs., 
The bse of bulk substances is acceptable for human compounding per the FDA. Some 

medications for * trseare-m- wsi#aWeas Biter chcmica)s. Efixuinatig tii use of , 
bulk chemicals will affect my ability to provide appropriate treatment options. 

Your signature will be fomarded to the FDA asd 
the.AVMA (AmericanNet&&&& Asso&&&:. I 

Name- 

. . 

-- 1 

- . 



..--.. - 

I support the practice of compounding from bulk drug substances for animals. 
The tfse of bulksubststmxis acce@& fin- ~oqei&i+perthcF~&. Sunre I 

medications for animal use arc only available as bulk chemicals. Eliminating tbe use of 
bulk chcmienls~%GG#&etmy &Sty twpr&ctcappFopriat& tieatinent opti&s. j 

Your siensture will be forwarded to the FDA&, 
the ALMA (American Vet Medical Association). ’ 



I support the practice of compounding from bulk drug substances for animds. ’ 
The use ef bulk substances is acceptable 1car hamancompouudiugper the I?RA, -Some, 

medications for animal use are only available as bulk chemicals. Eliminating the use of’ 
b&k chemicals wrvillaffectmy ssi2ity- #e provide qqrqriate tre&znW eptitm~ ! 

Your signature will be forwarded te the FDA-8m)- \ 
the AVMA (American Vet Medical Association). 

Namt Address CilvlStntelZiu 

1, 

2. 

3; 

4. 

5. 



.e!l”““, ,v*v 
.  . . , . . .  “...Y. ..-“-” 

-..e ---- 

I support the practice of compounding from bulk drug substanecs 
for nffrt-foodprducirtg atlimals; 

The use of bulk substances is acceptable for human compounding per the F&4. Sdme 
medications for animal use. 81% only ~Ghtb?e-as-buk &cmi&s. Ehminating tiie use of bulk 

cl~emicals will affect my  abiiity to provide apptopriatc treatment 0pGons. 
\ 

Your sirnature will be  forwarded to the FDA and 
the AVMA (AnmkasrNet.Medic~A~i9FieR). 5  

9. 

lo., 

11. 

12. 

13. 

14. 

15. 

16. 

17. 

18. 

19. 

20. 

21. 

22. 

23. _  

24. 

25. 

J 

.’ 

i, 

4 



---- -^- --.--..-._-- .__ - - _ 

a 

I support the prractice of compoundingfmmbulk drug sub&n&s’ 
for non-food producing animals. 

The use of.bulkW’ zs-acceptable f8r hutnan eompoun&ngper-t&FE)iLt. &me 
medications for animal use are only available as bulk chemicals. Eliminating the use of bulk 

chemicals wiiIxf%Wny ability to providi: appropriate treatment options. 

Year &nature will be forwarded to the.FDAanQ I 
the AVMA (American Vet Medical Association). 

Name Address CitvfStatefZi73 



I -support .tbe practiw otcompoundbgfram bulk drugsubstances for animals. 
The use of bulk substances is acceptable for buman compounding per the FDA. Some.; 

medications -for x?tnh&use-areouw Qvaikble psbulk chedcak . . . .R.hmlnetmP IiteIlSeQf, 
bulk chemicals will affect my ability to provide appropriate treatment options. 



I support the practice of compounding from bulk drug substances for animah. 
The use. of bulk s&stances isaccepta.blefor IMEGW m peHb&?M: SOme 1 

me&cations for animal USC are only available as bulk chemicals. Eliminating tbe use of 
bulk-ehemhtls-M-t* %biIi&twpruvih appropriate t’r’eafment optibns. 1 

Your siguature will be forwarded to thel!RAad 
the AVMA (Amerienn Vet Medical Associatioa). .! 

2.. 

3. 

4. 

5. 

6, 

24. 

25. 



I support the practice of compound&from bulk drugs&stances for a@&. 
The use of bulk substances is acceptaple for human compounding per the FDA. Sohe ’ 

medications for 8nirnaLuse are-only .as&Ule as bulk&emi&s+ JZlimiMting tseuse.of-~j 
bulk chemicals wii1 affect my ability to provide appropriate treatment options. 

Your silrnature will be forwarded to the FDA and 
the AVMA CAmerican Vet Medical Association). 

! 
Citv/State/Zip 

18. 

19. 

20. 

21. 

22. 

23. 

24. 

25. 



I support the practice of compounding. from bulk drug substances 
for non-food producing animals. ‘1 

The use of bulk-subsranrzes. .is~ fix .d.cffmpaunding per the FDA.- Some 
medications for animal use are only available as bulk chemicals. Eliminating the use of b&k 

chemicak wihkffeet-my- akdity to provide -wr+te treatftlent cbptbm. 

Your -signature will be forwarded to -the BDA ana 
the AVMA (American Vet Medical Association). j 

5. 

6. 
m 

8. 

n 

11. 

12. 

13. 

14. 

15, 

16. 

17. 

18. 

19. 

20. 

21. 

22. 

24. 

25. 
. . 



I support the practice of conqxmdingfrom bulk-drug.substances / 
for non-food producing animals. 

The use of bulk substances is acceptable.for human compoundingpr thg FDA. Some 
medications for animal use are only available as bulk chemicals. Eliminating the use of b&k 

chemicals-will-affect-my ability-to provide -agpropriate-treatmentqtioqs. / 
bur simtime-will be .farwarded~ta&tkRDA an 
Ihe AVMA (American Vet Medical 

Address 

2, 

3. 

4. 

5. 

5. 

7. 

8. 

9. 

10. 

11. 

12. 

13. _ 

14. 

15. 

16. 

17. 

18. 

x9. 

20. 

21. 

22. 

23. 

24. 

25 

- 

Ci t-v/State/Zi+ 



I support the practice of com]eoundingfrom bulk drug.substances 
for non-food producing animals. 

The use of bulk substances is acceptable for humancompotmding~r the FDA. Some, 
medications for animal use are only available as bulk chemicals. Eliminating the use of bulk 

chemicas.~.af~.~~to.~~~.npprQpri-~o~. . 

Your shature will be farwarded to the FDA .am 
the AVMA (American Vet Medical Association). 

13. 

14. 

15. 

14- 

17. 

18. 

19. 

20. 

21. 

22. 

23. 

24. 

25. 

City/State/Zip, 



I support the practice of comppunding from bulk drug substances ., 
for non-food prodming animals. 

The use. of bulk substances is acceptable for human wmwunding&er the FDA. Some, 
medications for animal USE ax only available as bulk &emiicals. Eliminating the use of btilk 

chemicals will affect my, ability to-provide-appropriate treatment op,tio f 
s. 

Your simnture will be forwwded to the FDA and 
the AVMA (Ameriesn Vet Me&cd Assodati55~. , 

Name fiddress CitvIStatefZig 

1. 

2. 

3. 

4. 

5. 

6. 

7. 

8. 

9. 

lo; 

11. 

12e 

13. 

14. 

la 

19. 

20. 

21. 

22, 

23. 

24. 

25. 



22 ,  *Y ,  “Y a m .  W A  -_--“_-- -  __ -  __ .__ .  -_-  -  

I s a ~ p p o r t th e  pract ice o f c o m p o u n d i n g  f rom bu lk  d r u g  subs tances  
fo r  n o n - j o o d p m fuci fzg a n i m d s . 

T h e  u s e  o f bu lk  subs tances  is a c c e p ta b l e  fo r  h u m a n - c o m p o u n d & g  th e  F D A . S o m e , 
m e d i c a tio n s  fo r  an ima l  u s e  a re  on ly  ava i lab le  as  bu lk  chemica ls .  E lim inat ing  th e  u s e  o f b & k  

chemica ls  wi l l -  a ffect  m y  abi l i ty to  p rvv ide  apprvpr ia te  t reatment  o p tio n s .. 

Y o u r  & n a tu r e  wil l  b e  fo r w a r d e d  to  th e  F D A  a n d  
th e -  A L M A  4Amcr i can  V e t M e d ical Associat ionk.,  

N a m e  Address  Citv/S ta te /ZiD 

1 6 . 

1 7 . 

IS . 



I suppor~the practice of compounding from bulk drug. substances 
for non+od produciq animals. 

The use of bulk Substances k-acceptable for humancompm&ngper-the FDA. 
medications for animal use are only available as bulk chemicals. 

Some ., 
Eliminating the use of bdlk 

Your signatare will be forwarded to the FDA and. 
the AVMA (American Vet Medical Association), \ 

Name Address City/State/ZiD 

1. 
z 
3. 

4. 



THE PROFESSIONAL C&POUNDINti PI+ARMACY 
I7l2 NGlhm&eS~,~OR974Ql~ 

Ph: 54 l-684-9352 Fax: 54L684yO858 l-888-644-9352 

TO: Dr. Stephen F. Sundlof, Director 
Center for-Veterinary Medicine ,: 
U.S. Food and Drug Administration (HFV-1) 
7500 Standish place 
Rockville, MD .2Oq55 

I 
We are compounding pharmacists who serve- pet owners daily in our pharm y 
compounding business. We fill prescriptions for pets of all kinds. P 

We are concerned about the CVM Compliance Policy Guide that could easily affect our 
ability to help our animaLpatie&- 

CVM issued-this Compliance Policy Guide (CPG) in frtaal form without-&owing ,~ 
opportunity for comments, in violation of FDA Good Guidance Practices. Many J 
requirements of this CPG are extreme& problematic and de a commentpuiod 
before being put into effect. 

FDA’s ,prohibition.inthis CPG against compounding from bulk active pharmaceuticals is 
extremely problematic. It is essential that pharmacists be ailowed to compound for non- ’ 
food producing tim&f%mbu&&ug m 

Examples include: m&mazok for hyperthyroid cats sod potassium bromide for-seizures 
in dogs. We prepare metronidazole and doxycycline and amoxicillin as antibiotic I 
treatment for most spfzcies. O&fl;i.versan&variousdosage forms allow m to. 
m&ate their pets. Pets are often very resistant to beiig treated and our compounding 
helps the owners ta.give tbercqnimdmedie&&andtoheeptheir pets he&hy 

This is onrrcquesttithc.FD~% ta withdraw the CPG and tissue it in d&I form to allow 
for pharmacists, veterinarians, and patients to comment on its provisions before it is ! 
implemen . 

;J” &&&g-r&& /d&siLgv, 
Heather C. Wilson, R.Ph., and Shezi Cannel& RPh P-Owners 
Broadway Apothecary, Inc. 1712 Willamette St., Eugene, OR 97403 
hwilson68 1 @T 

cc: Mark McClcHwi, FDA C-r\ 
cc: Senator Ron Wyden 
cc: Senator Gordon Smith 
cc: Rep. Peter lkbzht \t 
cc: IACP 

i 



"Nov-19-03 05:24pm From-Fair Oaks Pharmacy 805 4894116 T-937 P.OUl/OOZ F-296 

November 19,2003 

Dr. Stephen Sundlot: Director 
Center for Veterinary Medicine 
U.S. Food and Drug Administration (HFV-1) 
7500 Standish Place 
Rockville, MD 20855 

Dear Dr. Sundlof, 

The Center for Veterinary Medicine issued a Compliance Polcy Guide that would prohibit 
compounding pharmacists from prepararing medications from bulk source for non-food animals. 
This CPC guide was issued without a public comentary period. 

This CPG was issued without a public comment period in violation of the FDA Good Guidance 
Practices. Many requirements of this CPG are extremely problematic and deserve a comment 
period before being put into effect. FDA’s prohibition in this CPG against compounding from bulk 
active pharmaceuticals is extremely problematic. It is essential that pharmacists be allowed to 
compound for non-food producing animals from bulk drug substances. 

The CPG would severly limit my practice as a compounding pharmacist in the comtemporaneous 
preparation of medications for non-food veterinary patients. If I do not have these bulk chemicals 
available, there are numerous preparations that I will be unable to make from the existing tablets, 
capsules, or liquids. Even if I will be able to make a-product from the existing products, they will 
be more expensive and less efficacious. The volume of fillers and excipients in tablets and 
capsules prohibit me from making most transermal products. An example this would be 
methimazole transdermal gel for feline patients, This product can not be made from the available 
tablets. A significant number of feline patients are difficult to dose at best and most are 
impossible to dose orally. These feline patients would have a defacto mandate preventing them 
from receiving the medication that they need for their hyperthroidism. It is imperitive that I be 
able to prepare medications for these non-food animals where the appropriate dose, dosage form, 
or appropriate flavor is not available with the existing products. Liquid preparations are flavored 
for human patients and it is next to impossible to “change” the flavor (much less the 
concentration) of these products to suit the target animal. Most animals are extremly difficult to 
dose with liquid preparations for humans. Most clients (animal owners) will give up trying to 
dose their animal and will usually discontiue the medication to the detriment of the animal. 

It is imperative that I have the bulk chemicals available to prepare capsules, oral liquids, 
transdermal creams and gels, and other medicinal products that are not comercially available. 
These animals will not have medication availble to them in a significant number of situations if I 
am limited according to the CPG. 
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I have a “wall of pictures” of animals from dogs, cats, birds, guinea pigs, tortoises, etc that the 
animal’s owners have brought me in appreciation of the medications that 1 made from their 
animals that would otherwise be unavailable to them according to this CPG. With bulk chemicals 
available, I can prepare these products in the correct dose, the best dosage form, and 
appropriately flavored for the target animal. The compounding pharmacist is the best equipped 
and education professional to prepare these medications 

Plese reconsider openning the CPG to a public comment period for further consideration. 

Sincerely, 

Steven E’. Bonham Pharm. D 
Fair Oaks Pharmacy 
105 1 Grand Ave 
Arroyo Grande, Ca 93420 
805-489-4235 

cc FDA Commissioner Mark McClellan 
The Honorable Dianne Feinstein 
The Honorable Barbara Boxer 
The Honorable Lois Capps 
IACP 
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Dr. Stephen F. Sundlof, Dinxtor 
Center for Veterinary Medicine 
U.S. Food and Drug Administrarior-(J-WV-I) 
7500 Standish Place 
Rockville, MD 20!455 

Dar Sir: 

It has come to my attcndon that the Cc&r for Veterinary Medicine issued a Comphaucc Pohcy 
Guide in final form  without allowing opportunity for comments in violation of FDA Good 
Guidance Practices. Many of the requirements of this CPG are crtremely problematic Rand 
deserve a period-of comment before beiog.put into effect.. 

The FDA’s prohibition in this-CPG against compounding .from  bulk act&c p~harmaceuticaJs is 
extremely~problematic. It is essential that pharmacists be allowed to compound for non-food ! 
producing animals from  bulk-drug subs-s. 

Because some mam&cmmd products such as diethysrilbesterol, phenylpropanolaminc and 
cisapride are no longer available, compotrnding from  bulk &em&& is the only way to .provide 
relief far problems of urinary iucontinence or gastrointestinal motility Even when a > 
manufactured product such- - mcthimazolcis av&tble the exeipienra present in en&cd tablets 
preclude creating a gel dosage form  which is most convcnicnt to pet owncfs and the method least’ 
stressfid for p.ets to receive, especiatly cats. .These are only- a few examples of many-instances by 
which compounding ftom  bulk chemrcaJs in ncccssary to provide optimal vetcrimq cart. /! 

Lastly, it is obvhis to both pwfkssional and -lay.persons-in this comtq that this CPG is solely to 
protect market share of the major pharmaceutical companies instead of looking to the common ! 
good and the needs of cit&ns in IX& fix their pets.. 

cc: FDA Commissioner Mark McClellan, MD, Ph.D. 
Senator John Warner: 
Senator George Alien 
Representative Fr&nk Wo.W~ 
IACP 

2228E PBpermill Rb‘ad’ Wiivzhester, Virginia 22601 
website: WUKM m  (540) 723-6883 email: info(aMedMade4Youxom \ 
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N o v e m b e r  15 ,2003  

Dr. S tephen  S u n d  tof, Director  
Cente r  for V e ter inary Med ic ine’( C V M )  
!J,S +  F o o d  a n d  D rug  Admin is t ra t ion (H  FV-1 )  
7 5 0 0  S tandish P lace  
R~~kvi l le ,  M D  2 9 8 5 5  

Dea r  Dr. Sundlo f :  

I a m  wri t ing today tc express  my  d e e p  concern  abou t  the C V M ’s recent ly issued C o m p % r n c e  
Pol icy G u i d e  {CPG) .  As -~~u .knnw, - the -CPGIwas  issued in  f inal fo rm wi thout  a l lowing  for 
comments  wh ich  is in  v io lat ion of F D A  G o o d  G u i d a n c e  Pract ices. M a n y  requ i rements  of this 
C P G  a re  ext remely  p rob lemat icanddese. rve  a  commen t  pe r iod  be fo re  be ing-pu t  into effect. 

F M ’s p roh ib i? ion  against  compound ing . f rom bu lk  +xzt ive pharmaceut ica ls  creates p rob lems  
across the board :  P e ts...m a n v  wil l  d ie;  P e t Owners. . .  M a n v  wil l  suffer unnecessaw arief; 1  
V e terinarians.. . their-ai ls t~ .cxxct.&‘~ ~ i n ~ r  med ic ine  effectivelv wi t1 b e  severe lv  l imi ted;~ 
Pharmacis t&the i r  oar t ic ioat ion in  to coord ina ted  a o o r o a c h  to hea l th  ca re  of non - food  p roduc jnq  
F  an ima ls  wilf b e  severe  W K K  

P !ease wi thdraw the C P .G  in quest ion  a n d  re issue it- in  draft  fo rm to a l low for pet  owners ,  
veter inar ians,  and-pharmac is ts  to commen t  o n  its prov is ions be fo re  it is imp lemented .  i 

Lawrence  Curtis, R.Ph.  
V ice  Pres ident  
Dh-n  7~Q-32? -0033 /Fax  269-327 -2709 /ema i l  ips @  net- l ink net, 1  I*V.,” -“” 

G G : Mark  McCle l lan,  P h .D., F D A  Commiss ioner  
U.S. S e n a tor Car l  Levin.,  
U.S. S e n a tw D e b b i e  S tabenow 
U.S. Representa t iwe F red  Upton- -  
IA f -D * m Y i  



Kevin D. Goodson, R.Ph. 
&35s.N- Cknuwy, Blxc&~,.FL Uus 
Phone: (850) X6-3900 Fax: (850) 256-0075 

Email: www.me&cineshupptzomr 
Dr. Stephen F. Sundlof, Director I 1 /s/2093 
Center for Veterinary M&tine 
U.S. Food.~.D~eAdministration (HFY-I) 
7500 Standish Place 
Rockville. MD ZO&SS 

Dear Sir; 

I ml writing conceirJing~F~~-P~ Gu.ide~cPG)bll~~ fbunim&~ 
disallors all compouridmg from bulk pharmaceutical ingredients. I am concerned about the impact these 
restrictions*iLl have.onAmerica’a pet ownfxx 

It is csson~iaf that phatmaci~ts he allowed to compotmd-from bulk drug &stances for non-food producing, 
animals. Bulk active pharmaceuticals are subject to the sarnc strict standards as their manufactured 
cowuerparta as far as quality and ptrriry. and it seems rather SEVERE to rer+trict something for animals that 
is NGT RESTRICTED to humans. 

, 

Lurrderstaud the CPG was-iesu&in fmal~formwithout allowing opperrunity for comments, which is in 
violation of FDA Good Guidance Practicer. 1 ask you LO please withdraw the CPG and reissue it in draft 
form to allow for pharmacists, vctcrinariens, and pntients to cotnment on it’s provisions before it is 
implemented. 

KGlkdg 

Cc: Mark McClellan, FDA Commi.ssioncz 
Cc: Senator Bob Graham 
Cc: Senator Bill Nelson 
Cc: Representative Jeff Miller 
Cc: LAC’P 

The Pkzrmacy That’s AI% About Your HeskhsM 
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October 20,2003 

Dr. Stephen Sundiof, Director 
Center for Veterinary Medklne 
U.S. Food and Drug Administration (HFV-? ) 
7500 Standish Place 
RockviNe, MD 20855 

Dear Dr. Sundlof, 

I am writing you in response to-the Compliance Policy Guide (CPG) oh 
veterinary compounding that has been released in final form. Truthfully, 
along with athers withjrtthii ‘Imirtstry, 1 amsurprised itwas notmleasodto 
the pubtic for a comment period. Many requirements of this CPG are very 
probtematic anddeserveacomrnent period before beingputint8 effect. 

The most problematic prohibition in the CPG is against compounding fmm 
bulk active ingredients. Bulk active pharmaceuticals give you the purest form ) 
of an active chemi& possible. This allows a compounding pharmacist to. ,, 
compound a drug with minimal compatibility issues. For example, we 
compound a prednisolone~injection that has- been off themarket.ftom 
manufacturers because of economjc reasons. The only source of 
prednisolone would be from a finished tablet or syrup-form. Cne cannot. 
compound a high quality sterile injectable from crushed tablets. It is the 
inactive ingredients that pose the danger tousIng finished pharmaceuticals 
vs. bulk active (pure) ingredients. As an experienced Pharmacist, I know 
that due to inactive ingredients, thereis no safeway-to compound a sterile 
drug from a tablet or syrup due to the other inactive ingredients- From my j 
professional view, this new CPG is asking for trouble from.a safety 
standpoint. 

t fully recognize the FDA’s concern on compounded drugs being used in 
food producing animals. However, patient-specific compoundingfor., 
companion animals is a vital service to the veterinary practice. UPi goes to 
great lengths to monitor what kiis of practicesand animal our medL&xrs 
are dispensed to. This new CPG will all but destroy the highly needed 
service.of cm within the ueterii market. L-ask yw-to reconsider- 
the CPG. strike the prohibition on the bulk active ingredients, and reissue it 
wiih a comment period. 



Y 

I thank you for your time and consideration for the improvement of 
healthcare. If you have any questions or comments, please call me at (888) ~ 
3394874. 

Siicerely, 

Travis Leeah, R.Ph. 
Compounding Pharmacist 

cc. Congressman Chet Edwards 



Custom Me& Pharmacy Qdl 
F& Professional Compoundinq. 

Im5tep~sundluf,, 
CentezforVeterinaryMedicine 
U.S&odandDrugAd . - - -* @1.w-13 
7500 Standish Plaa? 
Roekvik, MD 20855 

xherebyreqnest.thatyouwithdrawtbemlmd IvEimleit~indraftfonntoallowd~ 
pharma~veterinarian6, petandanimalownem input on this imporbmt subjed prior ’ 
to its implementatian; 

We are Prescription Problem Solvers!. 
2834 Industrial Plaza Drive, Suite C, Tallahassee; FL 32301 

Ph: 850.870.7668; Fx: 850.877.4085; Em: g@wnmeds@eomcast.net 
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National Pharmacy Specialties 
6891 A. Street-#106 
Lificolh, NE-685-10 

pMx9-4mw. 
Fa~:(402)~486-42t@  

Dr. Stephen Sundlof, Director of the Center for Veterinary Medicine 
U.S. Foodand-hgAdrninisW~ (HN-I-) 
7500 Sandish Place 
Rockville, MD 20855 

Dear Dr. Sundlof, 

1 am writing in regards into the Compliance Policy Guide issued by CVKTih finatfcrm without 
allowing oppoi-tunity for comments, in violation of EDA Good Guidance Practices. Many 
requirements or this CPG are extremely problematic and deserve a comment period’tiefore 
initiating 

We have several animal owners who previously were not able to administer a vital medication to 
their dog,.cat+bid, etc., due to compliance issues because the cat would not take a pill or the dog., 
would pick out a hidden tablet in cheese. As pharmacists, we are able to compound medications 
in the flavor~concentmtion or w Finn d&cd by theowner as prescribed by the veterinarian, 
We have numerous success stories of compounding zt medication for an animal that otherwise 
would not improve its medical issue without contpottndiifroma bulk phrmaceutical chemical. 
The FDA’s prohibition in this CPG against compounding from bulk active phar-maceuticals is 
extremely problematic. It is essential that the pharmacist be atlowed to compound for non-food 
producing animals from bulk drug substances. 

1 am asking the FDA to withdraw the CPG and reissue it in drag form to allow for pharmacists, 
veterinarians, and owners to comment on its provisions before it is impleme~ed. 

Sincerely, 

Julie Watson, PharmD, RP 

cc; Mark McClellan, FDA Commissioner 
cc: Senator Chuck&gel 
cc: Senator E&n Nelson 
cc: RepresentativeDoug-Bereuten 
cc: IA0 



November 4,2003 

Dr. Stephen Sundlof,~ Director 
Center for Veterinary Medicine 
US Food and Drug Administration (J-IFV- l).,, 
301-443-3 100 

Dear Dr. sundlpf: 

The recently issued Compliance Policy Guide (C:PG) on compounding far animals. that-\, 
disallows all compounding from bulk pharmaceutical ingredients is a standard that is 
much more. restrictive tharr EDXs pnticies.gauer~@ -Ear human-patierus. 
The CVM issued this CPG in fina). form without allowing opportunity for comments, in’ 
violation of FDA f3ood tLii&mee F~rrteti Many reqttirernents. of thk CP6 are 
extremely problematic and deserve a comment period before being put into effect. It is 
essential that pharmacists bc a&wed-to- comporrrrctfcn-xnmEf?oad-gmdacing animals from r 
bulk active pharmaceuticala 

Please withdraw the CPG and reissue it in draft form- to allow for. pharmacists;, 
veterinarians, and patients to comment on its provisions before it is implementyd. 

Sincerely, 

j&q.L +ibi!$l K&QA.i+ 4.; pl. 

George Perry KJiewer; R.Ph. 
58%7?2-3347fphone 
580-772-3350/&x ’ 

Cc: Mark -McClellan,. FDA Commissioner- 
Senator James Xnhofe 
Representative Frank D. tuceq, 
International Academy of Compounding Pharmacists 



November 5,2003 

Dr. Stephen Sundlof, Director 
Center for Veterinary Medicine- 
U.S. FOOD AND DRUG ADMlNISTRATION 
7500 Standish PI ce 
Rockville, MD 2 1 855 

Dear Or. Sun 
Y 

lofi 

The CVM recent1y.relexxx.J a C~rnI,$ianc~~ CiuidqXPG)+theeonqm&ng-&~erieterinary 
medicines from bulk pharmaceuticals. As a compounding pharmacist, I’m concerned for the welfare of 
the anhxh 1 dispesse to,th& Qwuers,@tkuct&-+~ K&S&Z. ~~~S&JTJUI 
dbqartment’s CPG . 

A prohibition of c.osnpou&Lr~ Fur; nnn-/bodjrmWing a&nab umuldb~~&vebis~ice~~pets-arrd~ 
their owners. Why, you ask? Because many commeercially-available dosage forms are not suitable all the 
time for a/l doxnestic animals;Xhat’s w Lmakealousy-tastin~p%~inte~ace+&tco~~&fxq-e~~io~. 
Or co~rvrrt a bulk chemical into a trausdennal gel for an animal that refuses anyhing by mouth (and bites 
the owner who dms to ~-zm~&dos&)~ 

Did you seek the opinion af any co-my groupwh&n~~~E?-If m why nut? 
The International Academy of Compounding Pharmacists (UCP) would have given ‘you a professional . . opinion of your CPG and its.tanriti~~rls fixuaqxu&n gplaamwh1*tnr; 

It’s ironic to me that the CRG wczuld.pbib&L~ing cB%4-appr~& drugs fbrrru~-$wd 
producing a&n&. That just doesn’t .m&c any scnsc!. 

Dr. Sundiof, I’m requesting that you request a withdrawal of the CPG and reissue it in draft form so that 
the people Most &C&tedby it - pixarInaci~vet&XX&&arKQat&RL%-4an cemnZf&orrits-pro&ons 
before it is implemented. 

Sincereiy yoy 

--7G&..Q~’ 

R.3. “Tad” Wolicki, R.Ph., C.D.E. 
Compounding Eharma& 

Cc: Dr. Mark McClellan, FDA Commissioner 

cc: IACP 



October 23, 2003 

Dr. Stephen F. Sundlof 
Director 
Center for Veterinary Medicine 
US Food and Drug Administration. 
7500 Standish Place 
Rockville, MD 30855 

, 
i : 

Dear Dr: sundlof: 

The Center for Veterinary Medicine (CVM) recently issued a Compliance 
Policy Guide (CPG) prohibiting pharmaceutical compounding. from bulk 
active pharmaceuticals. Since there is a shortage of veterinary labeled 
drugs and human dosage forms and strengths frequently cannot be used, , , 
and many effective pharmaceuticals have been discontinued by 
manufacturers, this prphibition will severely affect the ability to : 
veterinarians to treat their patients. It is essential that pharmacists' 
&i;At;wed to continue to compound these products for non-food-producing. 

Please withdraw this- CPC.and re-issue. it in draft form to.allow 
veterinarians, patient owners and pharmacists time to comment on its 
provisions before it is-implemented. 

Yours to good health, 

Santo A. Garro, R.Ph. 

SAG: rcs 

cc: Mark McClellan, M.D., Ph.D. FDA Commissioner 
Senator Hillary Clinton 
Senator Charles Schmer 
Congressman Sherwood-Boehlert 
Frank Mondi, D.V.M. 
V. Chmielewicz, D.V.M. 

Santo A, Garro, R.Ph, FACA 
FELLOW AMERICAN COLLEGE OF APOTHECARIES 

704 Bleecker Street, Utice. N.Y. 13501 
(315) 732+@15 l Fax (315) 732~6641 l E-Maik garmx@bcug.can 
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MT. VERNON, WA 98274 

PHONE 428-1710 FAX 428-7847 

Dr. Stephen Sundlof, Director 
Ceater for Veterinary Medicine. 
U.S. Food and Drug Administration (HFV-I) 
7500 Stxmdkh Place 
Rockville, MD 2085 5 

Dear Dr. Sundlof: 

I am writjag IO cxprmsmy conccns.with CPG 7125-4O.issued by the CVE/r. 

1.. CVM issuai this CPG witbottt allowing a cornmutt period, in .violation of FDA’s own , 
Good Ciuidance Practices. Aspects of the CPG axe very problematic &and should be 
allowed a commcnnt period before being unilaterally decided on without input from the 
affected pharmacies and veterinarians and the owners of the ani,mals being treated with 
j.hesc therapies. 

2. In particular, 1 am veq. concerned with .the provision that 1 will not hc allowed to USC 
bulk drug substances in compoun.ding for animals. Why, that’s even more onerous thatr 
buman compoun,dingre~~~on.c! .Why’/ Arc bulk drug substances unsafe for animals? 1 
have many cuRComers whose dogs will go into seizures when I ca.n no Iongcr use 
potassium bromide; as just-one example Czits will &Id up being euthanized when their 
owners can no los~ger control their hyperthyroidism with methimozole, for another. 

Plcase withdraw this CPG and r&sue it in draft form to allow for phnnnaciq vefcrinarians and. 
patient.. to comment on it b&ore it% implemented. 

Micbncl Walsh, R.Ph. 
Compounding Pharmxiat 
Hilltop Ph,armacy 
1223 East Division 
Moun,t Vcmon, WA 98274 
360-428-I 710 voice 
360-428-7847 fax 

cc: Mark McClellan, FDA Commissioner, 
cc: Senator Patiy Murray 
cc: Senator Maria Cantwetl. 
cc: Reprcscntativc Rick Larsen 
cc: lhCP 
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Dr. steplwln Sundlof 
Director, Center for Veterinary Medicine 
U.S. Food and Drug Administration 
7500 Standish Place 
Rockville, M D  20855 

Dear Dr. sundlofz 

I am writing to express my  concerns regarding the Compliance- Policy Guide 
(CPG) about bulk compounding for veterinary medicines. The CVM wrote the guidance 
without the opportunity for a -comment period. This is in violation of the FDA’s Go& X  
Guidance Practices. There are many problems with this g4ance that require a commem 
period. 

T’be ability of pharmacists to compound medication for non-food animals thorn 
bulk active materials is essential- There are thousands of animals treated daily with 
medications that are no longer avail&e; made possible by oompouodingpharnracist s. 
Examples of these are Diethylstilbestrol (DES) for incontinence and Metbimazole fijr 
thyroid treatment. 

Compounding pharmz&s.wark closely. with veterinarians to help treat animals 
that have compliance problems or with medications no longer commercially available. 

I am writing to ask you to withdraw the CPG and reissue it in draft form  thal 
would allow veterinarians,.phannacis;tsandpetowners:to.comment on it’s.provisior a 
before it is implemented. 

Thank you for your attention to this matter. 

Robert B. Liia, RPh. 
Lima’s Professional Pharmacy. 
2097 Harrison Ave. 
Eureb.Ca. 955pl 
707441-8500 
707-441-9114 (f&c). 
rlima@cox.net 

cc: FDA Commisioner Mark McClellan, Senators Diane Feinstein and BarbaraBo:<er 
Representative M ike Thonnpson, FACP 
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Paris Disc0t.W Phamacp- 
3160 Cl&m4llc St *- Paris; TX.?5468- 
9@3-78s-3414 * 903-78s-1683 

October28,Z 3 op 

Senator John Cornyn (R-TX) 
221 W. 6th St., Ste. 1240. 
Austin, TX 7870 1 

Senator John Gomyn fR-TXX 

The Center for VeterinaryMedicine.issued the Compliance Doticy .w(CPG) in-fir& 
form without allowing opportunity for comments, in violation of FDA Good Guidance 
Practices. Many requirements-c&this CPC are extremely-problematic and.d&ervea 
comment period before being put into effect. 

FDA’s prohibition in this CPG against compounding from bulk active pharmaceuticals is 
street& Droblema~..I~.~Ss:essentiaftfrat~~~be.~~~tO cck?X-lpd fkIl0Ih I 
food producing animals from bulk drug substances. 

I and the following Doctors of Veterinarian Medicine ask the FDA to withdraw the CPG 
and reissue it in draft form to allow for pharmacists,.veterihariarts, andpatientsta; 
comment on its provisions b&ore it is iplplemented. 

3 166 Clarkville St. 
Paris, TX 75460- 
(903) 785-31114 

cc: Mark McClellan, FDACommissivn~~ cc: Dr. Ste&ex~Sundlof,.CVM Director; cc: 
Senator Kay Bailey Hutchison (R-TX,&: Representative Max Sandlin, Jr. (R-TX 1 st) 

A petition has been adopted by the following doctor of veterinary medicine to CSJWSS 
the views oIhewph~~~~ca~~o~~.PnAlrnrPt.~~-~f~e Q& Ihe. 
healthcare of their companion animal patients: 



i 



October 20,2003 

Dr. Stephen Sundlof, .Director 
Center for Veterinary Medicine 
U.S. Food and Drug.Administration (HPV-?) 
7800 Standish Place 
Rockville. MD 20855 

Re: Compliance Policy. Guide on Veterinary Compounding. 

Dear Dr. Sundlof: 

The Compliance Policy. Guide (CPG).on veterinary compounding was-. 
released in final form without allowing the opportunity for comments from the 
public and/or practitioners who must determine what is best for their patients 
and/or the patients owners. The issuance of the CPG in final form 
prevented input and comments from the veryprofessionals (veterinarians 
and pharmacists) and owners of veterinary patients most affected by the 
policy change. The CPG, a&sued,-denies veterinarians the ability to 
determine and insure safe, effective, timely, and adequate patient care. 

Many requirements of this CPG are very problematic and deserve a 
comment period before being put into effect. The single most problematic 
prohibition in the CPGhas to do with not allowing compounding with bulk, 
acttve ingredients. Bulk active ingredients are the purest form of an active 
chemical possible.- Using bdk adive ingrediits allows a compounding 
pharmacist to compound a drug with minimal contamination and I 
compatibility issues. -For example, many voterinariis prescribe a- ~ 
prednisotone injection. Without the pure active ingredient, the only forms of 
prednisolone available are in tablet or syrup form. Webetieve that it is very 
dangerous to the patient to incorporate non-pure drug products into a sterile 
injectable. There is simply no safeway to compound a sterile drug from a 
non-sterile tablet or syrup due to the other inactive ingredients. Using only 
pure, dean bulk drug substances-obtainedfrorrt FDA.registered facilities-is ., 
a necessity in the compounding of high quality pmducts. The prohibition 
must be removed fbr the pharmacist to servetheveterinary profession. The 
need to use bulk ingredients comes up repeatedty for veterinary drugs. 

UNIQUE PHARMACEUT~S 

5920 5. GENERAL BRUCE DRIVE 

p.0. BOX 3094. TEMPLE. TX 
7ti?oam.2%- 

FAX 254-933. 

0875 



I am aware of the FDA’s concern regarding compounded drugs being used 
on food-producing .animals. and I agree with this concern. However; this can 
be prevented by proper labeling such as *‘Prohibited for use on food- 
producing animals”. 

Compounding for animab is a vital service to insure optimal patient care; 
The prohibition on the compounding of prescription drugs for animals from 
bulk active phamxxeutical ing@ients will all but destroy, this highly needed 
compounding service to veterinarians and their patients. I ask you to 
reconsider.the Veterinaty.CPG and reissue.it in draft fotm to allow ,, 
pharmacists. veterinarians, and patient owners to comment on its provisions 
before it is imp!emented. 

Thank you for your time and consideration. Please feel free to contact me at 
(888) 339-0874 for any questions or comments.. 

Sincerely, 

Daniel (Dan) Volney 
President 

cc. Congressman Chet Edwards- 
Senators Hutchison and Comyn 
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2609 N. Duke wet, Suite-JO3 
Durham, NC 27704 

919~22Q-5121 FAX 919~22bfi307 

Bill Burch Wh, FACA Jcnncle~ Buddharm D. CDE S&m Bwbcr, F%mn. D. 

Dr. Stephen Sundolf, Director 
Center of Veterinary Medicing. 
U. S. Food and Drug Administration (HFV-1) 
7500 Skndish Place 
Rockville, MD 20855 

Dear Dr. SundolC: 

The FDA’s prohibition jn thisCPG against compounding from.bulk active e pharmaceuticals 
is extremely problematic. It is essential that pharmacists be allowed to compound for non- 
food producing animals from bulk drug substances. If you have ever tried to give a cat 
medication by mouth you would understand the difficulty many cat owners experience. 
Seeing your dog have uncontrolled-seizuresisnot a pleasant sight. Each uf these examples 
requires compounding from bulk pharmaceuticals. These are just two simple examples of 1 
the situations that present daily to the veterinarian and compoundingpharmacist. Without 
the ability to compound from bulk pharmaceuticals there is no solution for these owners. 

CVM issued the Compliance Policy Guide in final form without allowing opportunity for 
comments, in violation of FDA Good Guidance Practices. As previously stated many 
requirements of this CPG areexhpmely pmbkmatic and deserve a comment period before 
being put into effect. Please extend the courtesy of a comment period so you may hear why 
this policy needs fo be revised. 

Again as a courtesy the many petowners in this cawttq please-withdraw the CPG and 
reissue it in draft form to allow pharmacists, veterinarians, and pet owners to comment on its 
provisions before being enforced. 

William Burch, RPh, FACA 

Cc: Dr. Mark McCellan, Commissioner FDA 
Sen. Elizabeth Dole 
Sen. John Edwards 
Rep. David Price 



October 23,2003 

Dr. Stephen Sundlof, Director 
Center for Veterinary Medicine 
U.S. Food and Drug Administration (HFV-1). 
7500 Standish Place 
Rockville, MD.’ 20855, 

Dear Dr. Surrdotf: 

The Compliance Policy Gtiide issued by the Center for Veterinary Medicine 
regarding compounding of prescriptions for non-food producing animals is 
extremely problematic. It is essential that pharmacists be allowed to 
compound from b.t& pharmaceuticals for a variety of ailments not satisfied 
by the mass produced medicines of the drug companies. 

It would be very helpful for the Center of Veterinary Medicine to allow 
comment prior to &suing the guidelines in f%rat form;. 

Our pharmacies have dozens of pet owners that are very fearful their pets 
will suffer because of the Center’s action. Veterinarians and pet owners 
alike are very concerned and as such are circulating petitions to encourage 
the Center for.Veterinary Medicine to modify these guidelines. These 
petitions will be forwarded to your department. 

In closing, I ask that the Compliance Policy Guidelines be re-issued in draft 
form to altow pharmacists, veterinarians; and pat&& time to-comment prior 
to implementation. 

President 

Cc: Mark McClellan, FDA Commissioner 
Senator Chuck Grassley 
Rep. Jim Leach 
Rep. Jim Nussle 

Rep.. Tom Latham 
Senator Tom Harkin 
Rep. Leonard Boswell 
Rep. Steve King 

Corporate Ofke 
1002 Sixth Street, Box 215 

5770 N. MoPac Exptessway 
SURC 104 

Nevada, IA 5021)l 
Phone: 51 S-382-5249 

Austin, TX 76731 
Phnne: 512-454-9923 

FAX: 515-302-6802 FAX: 5 12-454-9tt66 

11 SO Fillh Sbca. SW. 140 
C11y Ccoler, Coralville. IA 52241 

Phone: 3 19-354-6006 
FAX: 319-354.6050 

209 East San Marmn 
Waterloo, IA 50702 

Phone: 319-236-8891 
FAX: 319-236-9665 



October 21,2003 

Dr. Stephen F. Sundlof, Director 
Center for Veterinary Medicine 
U.S. Food and Drug Administration(HFV-1) 
7500 Standish Place 
Rockville, MD 20855 

Dear Dr. Stephen F. Sundlof, 

I am writing to convey my concerns with -the Compliance Policy Guide(CPG)issued-’ 
that threatens my ability to compound many products for my veterinary patients. CVM 
issued this CPG in final form without allowing opportunity for comments; in vio&ion.of- 
FDA Good Guidance Practices.. Many requirements. of thii CPG are extremely problematic 
and deserve a comment period before being put into effect. 

FDA’s prohibition in this CPG against compounding from bulk aetive . 
pharmaceuticals is extremehr problematic. It is essential that pharmacists be allowed to 
compound for non-food producing animals from bulk drug substances.. 

I want to ask FDA to withdraw the CPG and reissue it in draft form to allow for 
pharmacists, veterinarians,.and patients to comment on its provisions before it is.. 
implemented. 

Sincerely, - 

4bL-d h&Ak~ 
W. Howard Hudgens, RPH. 
Heritage Pharmacy 
1507 Springhill Avenue 
Mobile, AL 36604 
(251)432-0718 

cc: Mark McClellan, FDA Commisioner 
cc: Representative Jo Bonmr 
cc: Senator Jeff Sessions 
cc: Senator Richard Shelby 
cc: international Academy of Compounding Pharmacists 



October 21,2003 

Dr. Stephen F. Sundlof, Director 
Center for Veterinary Medicine 
U.S. Food and Drug Administration(HFV-1) 
7500 Standish Place 
Rockville, MD 20855 

Dear Dr. Stephen F. Sundlof, 

I am writing to convey my concerns with tbe Compliance Policy Guide(CPG).issued, 
that threatens my ability to compound many products for my veterinary patients. CVM 
issued this CPG in final form without allowingopportunity for commentqin violation&. 
FDA Good Guidance Practices. Many requirements of this CPG are extremely problematic 
and deserve a comment period. before being put into &fed 

FDA’s prohibition in this CPG against compounding from bulk active 
pharmaceuticals is extreneiv problematic. It is essential that pharmacists be allowed to 
compound for non-food produeing.animals from bulk drug.substances. : 

I want to ask FDA to withdraw the CPG and reissue it in draft form to aLlow for 
pharmacists, veterinarians, and patients to comment on its provisions before.it is, 

Mary Deloacb, Store Clerk 
Heritage Pharmacy 
1507 Springhill Avenue 
Mobile, AL 36604 
(251)432-0718 

cc: Mark McClellan, FDA Commisioner 
cc: Representative Jo Boooer 
cc: Senator Jeff Sessions. 
cc: Senator Richard Shelby 
cc: International Academy of CompoundingPttarmacists 



October 22,2003 

Dr. Stephen F. Sundlof, Director 
Center for Veterinary Medicine 
U.S. Food and Drug Administration(HFV-1) 
7500 Standish Place 
Rockville, MD 20855 

Dear Dr. Stepben F. Sundlof, 

I am writing to convey my concerns with the Compbance.Pobcy. Guide(CPG).issuecS 
tbat threatens my ability to compound many products for my veterinary patients. CVM 
issued this CPG in final formwithout allowing opportunity-for comments+ in violationof: 
FDA Good Guidance Practices. Many requirements of this CPG are extremely prob&matic 
and deserve a comment period before being put into eff’; 

FDA’s prohibition in this CPG against compounding from bulkactive. 
pharmaceuticals is extremeIv problematic. It is essential tbat pharmacists be allowed to 
compound for non-food produciugauimals from bulk drugsubstauee% 

I want to ask FDA to withdraw the CPG and reissue it&x draft -form to allow for 
pharmacists, veterinarians, and patients to comment on its provisions before it is 
implemented. 

1507 Springhill Avenue 
Mobile, AL 36604 
(251)432-0718 

cc: Mark McClellan, FDA Commisioner 
cc: Representative Jo Banner 
cc: Senator Jeff Sessions 
cc: Senator Richard Shelby 
cc: IntenationaI Academy of Compounding Pharmacists 



October 2 1,2003 

Dr. Stephen Sundlof, Director 
Center for Veierinaq Medicine., 
U.S. Food and Drug Administration 
7500 Standish Place 
Rockville, MD 20855 
Fax: 301-827-44OL 

RC?: Compliance Policy Guide onCompoundingfo-~ Animals- 

Dear Dr. Sundlqf: 

Please consider withd.rawing.this un-chalkngcd policy and rewriting .it wi,th input from those 
involved, such as veterinarians, compounding pharmacists, and pet owners. Compounding for 
humans f?om bulk active. phannaceuticds has. been an accepted practice for years; and to. 
disallow this for non-food animals is very problematic and will warrant much investigation on 
underlying reasoning, 

We are involved with many top notch. veteri,narians acrossthe country, have a vet cons&ant 
on staff, and we are highly respected in our knowledge ofvet medicine. This ruling certainly 
is very disconcerting .for not .only us; but our clientsi 

I am anxious to hear your feedback on this issue which, to this poi-nt, has had DO pubtic 
discussion. 

Pharmacist-In-Charge, Apoth&&re,. Inc-. 
jwdlucci.@arJtihecure.com 

cc: Mark McClelbxnd, FDA Commissioner 
US Senator Kay Bailey Hutchison (R-TX) 
US Senator John Cornyn (R-TX) 
US Representative Pete Sessions (R-TX 32”d) 
State Senat0.r FlotenceShapiro (R’8)’ 
State Rcprcsentative Ken Marchant (R-X 15) 
L.D. King, IACP Executive Director 

Apoth&ure. IncJACDl McEwm Road. Sulle 1MVDalloa’Tems 75244 UsA, 
972-960-6401 I l-800-969.6601 I FAX 972.960-6921 



. . .-- WA. 1. 

hOTHkc~E - 
CUSTOM PHARMACEUTlCAU~TRtRONAL SOURCUKL 

O c tober 2 1.2003 

Dr. Stephen Sundlof, Direc tor 
Center for Veterinary Medicine 
U.S. Food and Drug Adminis tration 
7500 Standish Place 
Rockv ille, MD 20855 
Fax: 301-827-4401- 

Re: Compliance Polic y  @ tide on Compounding -for~Anim&s- 

Dear Dr. Sundlof: 

Please consider withdrawing.this  un-challenged polic y  and rewriting it with input From those 
involved, such as veterinarians, compounding pharmacis ts , and pet owners. Compounding for 
humans from bulk  active pharmaceuticaLshas beenar accepted practice .Ebx years? and to 
disa llow this  for non-food animals  is  very  problematic and will warrant much invest igation on 
underlying reasoning. 

W e are involved with many top notch veterinarjans across the country, have a vet consultant 
on s taff> and we are highly  respected in our knowledge of vet medicine. This  ruling certainly 
is  very  discon,cart ing for n,ot only  us, but our c lients ; 

I am anxious  to hear your feedback on this  issue which, to thjs  point, has had no public  
discuss ion. 

President, Apoth6Cure; Inc . 
parvo~apotbecure,cem 

c c : Mark McClelland, FDA Commis s ioner 
US Senator Kay Bailey  Hutch&n (R-TX). 
US Senator John Comyn (R-TX) 
US Representative Pete Sessions .(R~lX32nd) 
Srate Senator F lorence Shapiro (R-8) 
State Representative Ken Marchant (RLIIQ 
L.D. King, IACP Executive Direc tor 

Apoth8Cure. Inc./A001 McEwen Rood, Suite 1 OO/G~IU~~. WKJS 75244 USA 
972.9604601 I 1-800-969-660~ I FAX 972~%Oo-&9?1 


